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SALK VACCINE 





FRIDAY, MAY 6, 1955 


House or REPRESENTATIVES, 
CoMMITTEE ON BANKING AND CURRENCY, 
Washington, D. C. 

The committee met at 10:25, the Honorable Brent Spence (chair- 
man), presiding. 

Present: Chairman Spence, Messrs. Patman, Rains, Multer, 
O’Hara, Reuss, Vanik, Davidson, Bell, Wolcott, Talle, McDonough, 
Widnall, Betts, Hiestand, and Bass. 


The Cuairman. In order to comply with the rules of the House, 
we are now Officially in session. 


(The bills referred to are as follows :) 


[H. R. 5599, 84th Cong., 1st sess.] 


A BILL To amend the Defense Production Act of 1950, as amended, in order to provide 
authority to allocate and establish priorities for Salk vaccine 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That this Act may be cited as the “Salk 
Vaccine Control Act of 1955.” 


DECLARATION OF POLICY 


Sec. 2. In view of the demonstrated effectiveness of the Salk vaccine in 
immunizing against poliomyelitis, it is hereby declared to be in the interest of 
the welfare of the people of the United States to provide for fair and equitable 
distribution of the available suplies of such vaccine and to assure that children 
in critical age groups will obtain priority in receiving the benefits of this vaccine. 

Sec. 3. (a) Title I of the Defense Production Act of 1950, as amended, is 
amended by adding after section 101 the following new section: 

“Sec. 102. Notwithstanding any other provision of law, the President is 
hereby authorized (1) to require that performance under contracts or orders 
for Salk vaccine (other than contracts of employment) which he deems neces- 
Sary or appropriate to promote the public welfare shall take priority over 
performance under any other contract or order for Salk vaccine and, for the 
purpose of assuring such priority, to require acceptance and performance of 
such contacts or orders in preference to other contracts or orders for Salk 
vaccine by any person he finds to be capable of their performance, and (2) to 
allocate Salk vaccine in such manner, upon such conditions, and to such extent 
as he shall deem necessary or appropriate to promote the public welfare. 
All authority conferred hereunder shall terminate at the close of June 30, 1957.” 

(b) The presently designated sections 102 and 103 of the Defense Production 
Act of 1950, as amended, are redesignated as section 103 and 104, respectively. 

Sec. 4. Subsection (a) of section 717 of the Defense Production Act of 1950, 
as amended, is amended by adding at the end thereof the following: “For 
the purpose of administering and enforcing the provisions of section 102 of 
this’ Act, section 108 and title VII of this Act shall continue in full force and 
effect until the close of June 30, 1957.” 
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[H. R. 5611, 84th Cong., 1st sess.] 


A BILL To amend the Defense Production Act of 1950, as amended, in order to provide 
authority to allocate and establish priorities for Salk vaccine 


Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That this Act may be cited as the “Salk 
Vaccine Control Act of 1955’. 


DECLARATION OF POLICY 


Sec. 2. In view of the demonstrated effectiveness of the Salk vaccine in 
immunizing against poliomyelitis, it is hereby declared to be in the interest of 
the welfare of the people of the United States to provide for fair and equitable 
distribution of the available supplies of such vaccine and to assure that children 
in critical age groups will obtain priority in receiving the benefits of this vaccine. 

Sec. 3. (a) Title I of the Defense Production Act of 1950, as amended, is 
amended by adding after section 101 the following new section: 

“Sec. 102. Notwithstanding any other provision of law, the President is 
hereby authorized (1) to require that performance under contracts or orders 
for Salk vaccine (other than contracts of employment) which he deems neces- 
sary or appropriate to promote the public welfare shall take priority over 
performance under any other other contract or order for Salk vaccine and, 
for the purpose of assuring such priority, to require acceptance and performance 
of such contracts or orders in preference to other contracts or orders for Salk 
vaccine by any person he finds to be capable of their performance, and (2) to 
allocate Salk vaccine in such manner, upon such conditions, and to such extent 
as he shall deem necessary or appropriate to promote the public welfare. All 
authority conferred hereunder shall terminate at the close of June 30, 1957.” 

(b) The presently designated sections 102 and 103 of the Defense Production 
Act of 1950, as amended, are redesignated as sections 103 and 104, respectively. 

Sec. 4. Subsection (a) of section 717 of the Defense Production Act of 1950, 
as amended, is amended by adding at the end thereof the following: “For the 
purpose of administering and enforcing the provisions of section 102 of this 
Act, section 103 and title VII of this Act shall continue in full force and effect 
until the close of June 30, 1957.’”’. 


[H. R. 5696, 84th Cong., 1st sess.] 


A BILL To amend the Defense Production Act of 1950, as amended, in order to provide 
authority to allocate and establish priorities for Salk vaccine 


Be it enacted by the Senate and House of Representatives of the United States: 
of America in Congress assembled, That this Act may be cited as the “Salk 
Vaccine Control Act of 1955”. 


DECLARATION OF POLICY 


Sec. 2. In view of the demonstrated effectiveness of the Salk vaccine in 
immunizing against poliomyelitis, it is hereby declared to be in the interest of 
the welfare of the people of the United States to provide for fair and equitable 
distribution of the available supplies of such vaccine and to assure that children 
in critical age groups will obtain priority in receiving the benefits of this vaccine. 

Sec. 8. (a) Title I of the Defense Production Act of 1950, as amended, is 
amended by adding after section 101 the following new section: 

“Sec. 102. Notwithstanding any other provision of law, the President is 
hereby authorized (1) to require that performance under contracts or orders 
for Salk vaccine (other than contracts of employment) which he deems neces- 
sary or appropriate to promote the public welfare shall take priority over 
performance under any other contract or order for Salk vaccine and, for the 
purpose of assuring such priority, to require acceptance and performance of 
such contracts or orders in preference to other contracts or orders for Salk 
vaccine by any person he finds to be capable of their performance, and (2) to 
allocate Salk vaccine in such manner, upon such conditions, and to such extent 
as he shall deem necessary or appropriate to promote the public welfare. All 
authority conferred hereunder shall terminate at the close of June 30, 1957.” 

(b) The presently designated sections 102 and 103 of the Defense Production 
Act of 1950, as amended, are redesignated as sections 103 and 104, respectively. 

Src. 4. Subsection (a) of section 717 of the Defense Production Act of 1950, 
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as amended, is amended by adding at the end thereof the following: “For the 
purpose of administering and enforcing the provisions of section 102 of this 
Act, section 103 and tide VII of this Act shall continue in full force and effect 
until the close of June 30, 1957.”’. 





[H. R. 5983, 84th Cong., 1st sess.] 
A BILL To amend the Defense Production Act of 1950 to provide authority to establish a 
system of priorities, allocations, and ceiling prices for Salk poliomyelitis vaccine 

Be it enacted by the Senate and House of Representatives of the United States 
of America in Congress assembled, That this Act may be cited as the “Emergency 
Salk Vaccine Control Act of 1955”. 

Seo. 2. In view of the demonstrated effectiveness of Salk vaccine in immunizing 
against poliomyelitis, it is hereby declared to be in the interest of the public 
welfare to provide for the fair and equitable distribution of the available supplies 
of such vaccine in order to ensure that children in critical age groups will obtain 
priority in receiving the benefits of this vaccine and to guard against the develop- 
ment of any illegal trade in such vaccine which may hinder such fair and 
equitable distribution. 

Sec. 3. Title I of the Defense Production Act of 1950 is amended by redesignat- 
ing sections 102, 103, and 104 as sections 104, 105, and 106, respectively, and by 
adding immediately after section 101 the following new sections: 

“Sec. 102. Notwithstanding any other provision of law,.the President is hereby 
authorized (1) to require that performance under contracts or orders for Salk 
vaccine (other than contracts of employment) which he deems necessary or 
appropriate to promote the public welfare shall take priority over performance 
under any other contract or order for Salk vaccine and, for the purpose of assur- 
ing such priority, to require acceptance and performance of such contracts or 
orders in preference to other contracts or orders for Salk vaccine by any person 
he finds capable of their performance, and (2) to allocate Salk vaccine in such 
manner, upon such conditions, and to such extent as he shall deem necessary or 
appropriate to promote the public welfare. 

“Sec. 103. (a) In order to carry out the objectives of section 102 of this Act, 
the President is authorized to issue regulations and orders establishing a ceiling 
or ceilings on the price per unit (the unit in which such vaccine is usually bought 
and sold by manufacturers and distributors) paid or received on the sale or 
purchase by or to any person of Salk poliomyelitis vaccine, exclusive of any 
cost of administering such vaccine. If more than one such ceiling price is estab- 
lished, the regulations and orders issued under authority of this section shall 
specify the area covered by each such ceiling price. 

“(b) The President is also authorized to issue regulations and orders providing 
that all persons purchasing, selling, or administering Salk vaccine shall keep 
accurate records thereof showing (1) the name of the manufacturer of such 
vaccine, (2) the name of the person from whom such vaccine was purchased, 
or to whom it was sold or administered, as the case may be, (3) the amount of 
such vaccine purchased, sold, and administered, (4) the price per unit at which 
such vaccine was purchased, sold, and administered, and (5) the dates on which 
such vaccine was purchased, sold, and administered.” 

Sec. 4. Subsection (a) of section 717 of the Defense Production Act of 1950 is 
amended to read as follows: 

“(a) Section 101, 104, and 105, title III, and title VII (except section 714) of 
this Act, and all authority conferred thereunder, shall terminate at the close of 
June 30, 1955, except as otherwise provided in the last sentence of this sub- 
section. Section 714 of this Act, and all authority conferred thereunder, shall 
terminate at the close of July 31, 1953. Section 106, title II, and title VI of 
this Act, and all authority conferred thereunder, shall terminate at the close of 
June 30, 1953. Titles 1V and V of this Act, and all authority conferred there- 
under, shall terminate at the close of April 30, 1953. Sections 102 and 108 shall 
terminate at the close of April 30, 1956, and for the purpose of administering and 
enforcing such sections, sections 104 and 105 of title VIL (except section 714) 
of this Act shall continue in full force and effect through April 30, 1956.” 
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[H. R. 5987, 84th Cong., Ist sess.] 


A BILL To amend the Defense Production Act of 1950, as amended, in order to provide 
authority to allocate and establish priorities for Salk vaccine 


Be it enacted by the Senate and House of Rreperesentatives of the United 
States of America in Congress assembled, That this Act may be cited as the 
“Salk Vaccine Conrtol Act of 1955”. 





DECLARATION OF POLICY 


Sec. 2. In view of the demonstrated effectivenes of the Salk vaccine in im- 
munizing against poliomyelitis, it is hereby declared to be in the interest of the 
welfare of the people of the United States to provide for fair and equitable 
distribution of the available supplies of such vaccine and to assure that children 
in critical age groups will obtain priority in reeciving the benefits of this vaccine. 

Sec. 3. (a) Title I of the Defense Production Act of 1950, as amended, is 
amended by adding after section 101 the following new section: 

“Sec. 102. Notwithstanding any other provision of law, the President is hereby 
authorized (1) to require that performance under contracts or orders for Salk 
vaccine (other than contracts of employment) which he deems necessary or 
appropriate to promote the public welfare shall take priority over performance 
under any other contract or order for Salk vaccine and, for the purpose of 
assuring such priority, to require acceptance and performance of such contracts 
or orders in prefrence to other contracts or orders for Salk vaccine by any 
person he finds to be capable of their performance, and (2) to allocate Salk 
vaccine in such manner, upon such conditions, and to such extent as he shall 
deem necessary or appropriate to promote the public welfare. All authority 
conferred hereunder shall terminate at the close of June 30, 1957.” 

(b) The presently designated sections 102 and 103 of the Defense Production 
Act of 1950, as amended, are redesignated as sections 103 and 104, respetcively. 

Sec. 4. Subsection (a) of section 717 of the Defense Production Act of 1950 
as amended, is amended by adding at the end thereof the following: “For the 
purpose of administering and enforcing the provisions of section 102 of this Act, 
section 103 and title VII of this Act shall continue in full force and effect until 
the close of June 30, 1957.”’. 





[H. J. Res. 297, 84th Cong., 1st sess. ] 





JOINT RESOLUTION Directing the Sopmary of Health, Education, and Welfare to 
exercise, for a limited period of time, certain emergency controls with respect to the 


distribution and use of the Salk vaccine 










Resolved by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Congress finds that the Salk vaccine for 
the prevention of poliomyelitis affords, at this time, the only effective means 
for preventing that disease, that the demand for the Salk vaccine far exceeds 
the supply, and that this temporary shortage in the supply of the vaccine has 
given rise to an emergency health problem which, being national in its scope 
and nature, requires the exercise for a limited time, as provided in this resolu- 
tion, of certain emergency controls with respect to the distribution and use of 
such vaccine. 

Sec. 2. (a) The Secretary of Health, Education, and Welfare (hereinafter 
refered to as the “Secretary” )— 

(1) shall establish such priorities as he determines necessary to insure 
that the available supply of the Salk vaccine shall be distributed first to 
the most susceptible age group (based on existing medical knowledge) and 
thereafter to other age groups in descending order of their susceptibility 
to such disease, and such priorities, to the extent deemed appropriate by 
the Secretary, may be established on a regional basis; and 

(2) shall establish a price per unit for the Salk vaccine (exclusive of 
the cost of administering such vaccine) which is fair and equitable to the 
sellers of such vaccine. 

(b) The Secretary, on the basis of priorities established under subsection (a), 
shall allocate to each State its share of the available supply of the Salk vaccine. 
(c) The health department of each State shall established a program, approved 
by the Secretary, governing the distribution, sale, and use, in accordance with 
this resolution and the requirements established under authority thereof, of 
the Salk vaccine allocated to such State. 
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SEc. 3. (a) No Salk vaccine shall be sold at a price other than the price 
established in accordance with section 2 (a) (2). 

(b) No Salk vaccine shall be sold in a manner, or upon terms or conditions, 
in conflict with the applicable program established by the health department 
of a State pursuant to section 2 (c). 

Sec. 4. The supply of Salk vaccine which has been purchased or contracted 
to be purchased by the National Foundation for Infantile Paralysis shall not be 
subject to the provisions of this resolution so long as such supply of vaccine is 
owned and distributed by such National Foundation. 

Sec. 5. The Secretary shall issue such regulations and orders as he deems 
necessary to carry out the provisions of this Act (including regulations and 
orders with respect to the sale and distribution of the Salk vaccine in any State 
prior to the establishment and approval of a program in such State pursuant to 
section 2 (c)). 

Sec. 6. Whoever willfully does any act prohibited, or willfully fails to perform 
any act required, by the provisions of this resolution or of any regulation or 
order issued under this resolution, shall upon conviction, be fined not more than 
$5,000 or imprisoned for not more than two years, or both. 

Sec. 7. As used in this resolution— 

(1) The term “health department” means the department, agency, or authority 
of a State having jurisdiction over public health matters; and 

(2) The term “State” includes, in addition to each of the several States of 
the United States, the District of Columbia and any Territory or possession of 
the United States. 

Sec. 8. This resolution shall cease to be in effect at the close of May 31, 1956, 
except that if, prior to that time, the Secretary finds, and makes a public 
announcement, that the emergency which necessitated the enactment of this 
resolution no longer exists, than this resolution shall cease to be in effect at 
the close of the day upon which such public announcement is made. 


(H. J. Res. 298, 84th Cong., 1st sess.] 


JOINT RESOLUTION Directing the Secretary of Heaith, Education, and Welfare to exercise, 


for a limited period of time, certain emergency controls with respect to the distribution 
and use of the Salk vaccine 


Resolwed by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Congress finds that the Salk vaccine for 
the prevention of poliomyelitis affords, at this time, the only effective means for 
preventing that disease, that the demand for the Salk vaccine far exceeds the 
supply, and that this temporary shortage in the supply of the vaccine has given 
rise to an emergency health problem which, being national in its scope and nature, 
requires the exercise for a limited time, as provided in this resolution, of certain 
emergency controls with respect to the distribution and use of such vaccine. 

Sec. 2. (a) The Secretary of Health, Education, and Welfare (hereinafter 
referred to as the “Secretary” )— 

(1) shall establish such priorities as he determines necessary to insure 
that the available supply of Salk vaccine shall be distributed first to the most 
susceptible age-group (based on existing medical knowledge) and thereafter 
to other age-groups in descending order of their susceptibility to such disease, 
and such priorities, to the extent deemed appropriate by the Secretary, may 
be established on a regional basis ; and 

(2) shall establish a price per unit for the Salk vaccine (exclusive of the 
cost of administering such vaccine) which is fair and equitable to the sellers 
of such vaccine. 

(b) The Secretary, on the basis of priorities established under subsection (a), 
shall allocate to each State its share of the available supply of the Salk vaccine. 

(c) The health department of each State shall establish a program, approved by 
the Secretary, governing the distribution, sale, and use, in accordance with this 
resolution and the requirements established under authority thereof, of the Salk 
vaccine allocated to such State. 

Sec. 3. (a) No Salk vaccine shall be sold at a price other than the price estab- 
lished in accordance with section 2 (a) (2). 

(b) No Salk vaccine shall be sold in a manner, or upon terms or conditions, in 
conflict with the applicable program established by the health department of a 
State pursuant to section 2 (c). 
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Sec. 4. The supply of Salk vaccine which has been purchased or contracted to be 
purchased by the National Foundation for Infantile Paralysis shall not be subject 
to the provisions of this resolution so long as such supply of vaccine is owned 
and distributed by such National Foundation. 

Sec. 5. The Secretary shall issue such regulations and orders as he deems 
necessary to carry out the provisions of this Act (including regulations and 
orders with respect to the sale and distribution of the Salk vaccine in any State 
prior to the establishment and approval of a program in such State pursuant to 
section 2 (c)). 

Sec. 6. Whoever willfully does any act prohibited, or willfully fails to perform 
any act required, by the provisions of this resolution or of any regulation or order 
issued under this resolution shall, upon conviction, be fined not more than $5,000 
or imprisoned for not more than two years, or both. 

Sec. 7. As used in this resolution— 

(1) The term “health department” means the department, agency, or authority 
of a State having jurisdiction over public health matters ; and 

(2) The term “State” includes, in addition to each of the several States of the 
United States, the District of Columbia and any Territory or possession of the 
United States. 

Sec. 8. This resolution shall cease to be in effect at the close of May 31, 1956, 
except that if, prior to that time, the Secretary finds, and makes a public 
announcement, that the emergency which necessitated the enactment of this 
resolution no longer exists, then this resolution shall cease to be in effect at the 
close of the day upon which such public announcement is made. 





{H. J. Res. 299, 84th Cong., ist sess. ] 


JOINT RESOLUTION To provide for the most effective use and distribution of infantile 
paralysis vaccine 


Whereas the development of an infantile paralysis vaccine, a national blessing, 
has also created a temporary national emergency resulting from a demand far 
in excess of the supply ; and 

Whereas this development was financed by the voluntary contributions of the 
people of the United States and the untiring efforts of dedicated scientists; and 

Whereas the Federal Government has an obligation to the people of the United 
States to provide for the free flow of such vaccine throughout the several States 
in order to insure its most effective and equitable distribution and use while 
supplies are less than the total needs of the entire population; Therefore be it 

Resolved by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Secretary of Health, Education, and 
Welfare is authorized and directed to issue mandatory rules and regulations reg- 
ulating the distribution and use of all Salk vaccine manufactured in, imported 
into, and exported from the United States (including but not limited to the estab- 
lishment of priorities by age groups, physical condition, and geographical loca- 
tion; the maintenance of distribution records by manufacturers, distributors, and 
members of the medical profession engaged in the distribution and use of the 
Salk vaccine; and the distribution of Salk vaccine at a reasonable cost to the 
individual purchaser), during the temporary national emergency which has 
resulted from the insufficient supply of such vaccine. 

Sec. 2. The Secretary of Health, Education, and Welfare is authorized and 
directed (1) to consult with State health officials, representatives of the Na- 
tional Foundation for Infantile Paralysis, representatives of the manufacturers 
of the Salk vaccine and prominent scientists, including Doctor Jonas Salk, who 
have specialized in the study and treatment of poliomyelitis, concerning the pro- 
mulgation of mandatory rules and regulations regulating the distribution and use 
of all Salk vaccine during the temporary national emergency, and (2) to make 
such reports to the Congress as the Secretary may deem necessary, including 
recommendations for further legislation deemed by the Secretary to be desirable 
to implement the policies of this joint resolution. Any such report may recom- 
mend the enactment of legislation by the Congress to maintain reasonable prices 
of Salk vaccine whenever the Secretary shall determine that the price of such 
vaccine or substantial amounts thereof has become unreasonably high. 

Sec. 3. The Secretary of Health, Education, and Welfare may appoint and 
fix the compensation of such personnel as the Secretary deems advisable, without 
regard to the provisions of the civil-service laws and the Classification Act of 
1949, as amended, in order to carry out the purposes of this joint resolution. 
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Sec. 4. The functions exercised under this joint resolution by the Secretary of 
Health, Education, and Welfare shall be excluded from the operation of the Ad- 
ministrative Procedure Act, but the Secretary shall provide for the greatest 
practicable distribution and publication of rules and regulations issued under 
this joint resolution. 

Sec. 5. Nothing contained in this joint resolution shall be construed to limit 
or supersede the applicability of the Federal Food, Drug, and Cosmetic Act, 
as amended, or any rule or regulation promulgated thereunder. 

Sec. 6. There are hereby authorized to be appropriated, out of any money in 
the Treasury not otherwise appropriated, such sums as may be necessary to carry 
out the provisions of this joint resolution. 

Sec. 7. Any person who willfully performs any act prohibited or willfully 
fails to perform any act required by any rule or regulation promulgated under 
the authority of this joint resolution shall, upon conviction, be fined not to exceed 
$10,000 for each such offense. 

Sec. 8. All of the authority conferred under this joint resolution on the Sec- 
retary of Health, Education, and Welfare shall terminate at such time as the 
Secretary shall report to the President and the Congress that there is sufficient 
Salk vaccine to make unnecessary further controls under this joint resolution. 





[H. J. Res. 300, 84th Cong., Ist sess.] 


JOINT RESOLUTION To provide for the most effective use and distribution of infantile 
paralysis vaccine 


Whereas the development of an infantile paralysis vaccine, a national blessing, 
has also created a temporary national emergency resulting from a demand far 
in excess of the supply; and 

Whereas this development was financed by the voluntary contributions of the 
people of the United States and the untiring efforts of dedicated scientists ; 
and 

Whereas the Federal Government has an obligation to the people of the United 
States to provide for the free flow of such vaccine throughout the several States 
in order to insure its most effective and equitable distribution and use while 
supplies are less than the total needs of the entire population: Now, therefore, 
be it 

Resolwed by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Secretary of Health, Education, and 
Welfare is authorized and directed to issue mandatory rules and regulations 
regulating the distribution and use of all Salk vaccine manufactured in, imported 
into, and exported from the United States (including but not limited to the 
establishment of priorities by age groups, physical condition, and geographical 
location ; the maintenance of distribution records by manufacturers, distributors, 
and members of the medical profession engaged in the distribution and use of 
the Salk vaccine; and the distribution of Salk vaccine at a reasonable cost to the 
individual purchaser), during the temporary national emergency which has 
resulted from the insufficient supply of such vaccine. 

Sec. 2. The Secretary of Health, Education, and Welfare is authorized and 
directed (1) to consult with State health officials, representatives of the National 
Foundation for Infantile Paralysis, representatives of the manufacturers of Salk 
vaccine, and prominent scientists, including Doctor Jonas Salk, who have spe- 
cialized in the study and treatment of poliomyelitis, concerning the promulgation 
of mandatory rules and regulations regulating the distribution and use of all 
Salk vaccine during the temporary national emergency, and (2) to make such 
reports to the Congress as the Secretary may deem necessary, including recom- 
mendations for further legislation deemed by the Secretary to be desirable to 
implement the policies of this joint resolution. Any such report may recommend 
the enactment of legislation by the Congress to maintain reasonable prices of 
Salk vaccine whenever the Secretary shall determine that the price of such vac- 
cine or substantial amounts thereof has become unreasonably high. 

Sec. 3. The Secretary of Health, Education, and Welfare may appoint and fix 
the compensation of such personnel as the Secretary deems advisable, without 
regard to the provisions of the civil-service laws and the Classification Act of 
1949, as amended, in order to carry out the purposes of this joint resolution. 

Sec. 4. The functions exercised under this joint resolution by the Secretary 
of Health, Education, and Welfare shall be excluded from the operatien of the 
Administrative Procedure Act, but the Secretary shall provide for the greatest 
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practicable distribution and publication of rules and regulations issued under 
this joint resolution. 

Sec. 5. Nothing contained in this joint resolution shall be construed to limit 
or supersede the applicability of the Federal Food, Drug, and Cosmetic Act, as 
amended, or any rule or regulation promulgated thereunder. 

Sec. 6. There are hereby authorized to be appropriated, out of any money in 
the Treasury not otherwise appropriated, such sums as may be necessary to 
carry out the provisions of this joint resolution. 

Sec. 7. Any person who willfully performs any act prohibited or willfully fails 
to perform any act required by any rule or regulation promulgated under the 
authority of this joint resolution shall, upon conviction, be fined not to exceed 
$10,000 for each such offense. 

Sec. 8. All of the authority conferred under this joint resolution on the Secre- 
tary of Health, Education, and Welfare shall terminate at such time as the 
Secretary shall report to the President and the Congress that there is sufficient 
Salk vaccine to make unnecessary further controls under this joint resolution. 





{H. J. Res. 302, 84th Cong., 1st sess.] 


JOINT RESOLUTION Directing the Secretary of Health, Education, and Welfare to 
exercise, for a limited period of time, certain emergency controls with respect to the 
distribution and use of the Salk vaccine 


Resolved by the Senate and House of Representatives of the United States of 
America in Congress assembled, That the Congress finds that the Salk vaccine 
for the prevention of poliomyelitis affords, at this time, the only effective means 
for preventing that disease, that the demand for the Salk vaccine far exceeds the 
supply, and that this temporary shortage in the supply of the vaccine has given 
rise to an emergency health problem which, being national in its scope and 
nature, requires the exercise for a limited time, as provided in this resolution, of 
certain emergency controls with respect to the distribution and use of such 
vaccine. 

Sec. 2. (a) The Secretary of Health, Education, and Welfare (hereinafter 
referred to as the “Secretary” )— 

(1) shall establish such priorities as he determines necessary to insure 
that the available supply of the Salk vaccine shall be distributed first to the 
most susceptible age-group (based on existing medical knowledge) and 
thereafter to other age-groups in descending order of their susceptibility 
to such disease, and such priorities, to the extent deemed appropriate by the 
Secretary, may be established on a regional basis; and 

(2) shall establish a price per unit for the Salk vaccine (exclusive of the 
cost of administering such vaccine) which is fair and equitable to the 
sellers of such vaccine. 

(b).The Secretary, on the basis of priorities established under subsection (a), 
shall allocate to each State its share of the available supply of the Salk vaccine. 

(c) The health department of each State shall establish a program, approved 
by the Secretary, governing the distribution, sale, and use in accordance with 
this resolution and the requirements established under authority thereof, of the 
Salk vaccine allocated to such State. 

Sec. 3. (a) No Salk vaccine shall be sold at a price other than the price estab- 
lished in accordance with section 2 (a) (2). 

(b) No Salk vaccine shall be sold in a manner, or upon terms or conditions, 
in conflict with the applicable program established by the health department of 
a State pursuant to section 2 (c). 

Sec. 4. The supply of Salk vaccine which has been purchased or contracted 
to be purchased by the National Foundation of Infantile Paralysis shall not be 
subject to the provisions of this resolution so long as such supply of vaccine is 
owned and distributed by such National Foundation. 

Sec. 5. The Secretary shall issue such regulations and orders as he deems 
necessary to carry out the provisions of this act (including regulations and 
orders with respect to the sale and distribution of the Salk vaccine in any State 
prior to the establishment and approval of a program in such State pursuant 
to section 2 (c)). 

Seo. 6. Whoever willfully does any act prohibited or willfully fails to perform 
any act required, by the provisions of this resolution or of any regulation or 
order issued under this resolution shall, upon conviction, be fined not more 
than $5,000 or imprisoned for not more than two years, or both. 
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Sec. 7. As used in this resolution— 

(1) The term “health department” means the department, agency, or authority 
of a State having jurisdiction over public health matters; and 

(2) The term “State” includes, in addition to each of the several States of the 
United States, the District of Columbia and any Territory or possession of the 
United States. 

Sec. 8. This resolution shall cease to be in effect at the close of May 31, 1956, 
except that if, prior to that time, the Secretary finds, and makes a public 
announcement, that the emergency which necessitated the enactment of this 
resolution no longer exists, then this resolution shall cease to be in effect at the 
close of the day upon which such public announcement is made. 


The CuarrmMan. Will you proceed with your statement? 


STATEMENT OF DR. LEONARD SCHEELE, SURGEON GENERAL, 
UNITED STATES PUBLIC HEALTH SERVICE 


Dr. Screete. Mr. Chairman and members of the committee, I do 
not have a prepared statement this morning. With your permission, 
I will just speak from a few notes that I have, and more or less 
ad lib. I would like also to point out that Dr. Chester Keefer, 
Special Assistant for Health and Medical Affairs to the Secretary 
of the Department of Health, Education, and Welfare, is with me 
this morning. 

The achievement of the poliomyelitis vaccine by Dr. Jonas Salk 
is the end product of research of hundreds, if not thousands, of 
investigators working not only in the United States, but all over 
the world, in past decades. One can name a number of high points 
along the road toward this ultimate achievement. Dr. Armstrong, 
of our Public Health Service laboratories, a number of years ago 
developed the cotton rat as the first small animal that could be used 
for studying the polio virus. Up to that time only the monkey, 
which is a more complicated animal to handle in the laboratory, 
was available. Among other highlights along the path, one can 
mention the work of Dr. Enders, Dr. Weller, and Dr. Robbins, men 
who have since received the Nobel Prize for their work in Boston 
in developing the use of tissue culture—living cells grown in flasks 
and in bottles—as a medium in which the virus could be placed and 
in which it would multiply. This was very essential groundwork 
to the development of the Salk vaccine. 

One might say that many hundreds of people stood before them 
in developing the tissue-culture technique as such, without reference 
to virus growth in it. 

More recently, the work in Baltimore at Johns Hopkins by Drs. 
Bodian and Horstmann, showing that polio virus could exist in the 
human bloodstream, again was a high point in leading toward the 
development of the Salk vaccine. This gave us reason to believe 
for the first time, that if this material is in the blood, rather than 
just in nervous tissue and possibly other tissues, we could then place 
something in the body which would create antibodies in the blood 
which would neutralize the virus. 

Finally, then, Dr. Salk developed, with great ingenuity, the vaccine 
as we know it today. This is one of the marvels of science. The 
story that I have told you on the background of some of the people 
working to help make this achievement possible is a typical story 
of how our medical and other achievements are being arrived at this 
day. Typical of the American way, is the fact that almost all the 
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poliomyelitis research that has been done in the United States has 
been financed by the National Foundation for Infantile Paralysis, 
and thus has been financed by the free giving of funds by our Ameri- 
can people to that organization. It is truly remarkable that while 
we have known about polio, as Dr. Keefer said the other day, for 
150 years, in the short space of a few years we have gone from a 
vaccine used in a few hundred children to a large field trial—in 
which it was used in over 400,000 last year—to this year, when we 
are hoping to use it in millions of children and in adults ultimately 
as well. 

I wish to remind you also that a very remarkable job was done 
by Dr. Thomas Francis, Jr., of the University of Michigan, and 
his many, many coworkers in taking the data that was collected in 
the country during the field trial last year and producing not a 
fragmentary report, but a very complete and comprehensive report. 
It is that report on which we base our belief that this is a good and 
useful vaccine. 

The vaccine is not 100 percent perfect. There are three known 
types of polio virus. The vaccine appears to have a different degree 
of effectiveness in producing immunity against each of these types. 
We also might point out that sometimes an individual has polio caused 
by one type, and in other instances he may have polio caused by more 
than one type. So while we say that the vaccine is useful and 60 to 90 
percent effective against paralytic polio, it is actually very difficult— 
and I think the committee should know that it is very difficult—to 
draw these common denominators as simply as that. The story of 
what it does really is a complicated one. 

I might read one of several sentences from the Francis report, which 
said: 

If the results from the observed study areas are employed, the vaccine could 
be considered to have been 60 to 80 percent effective against paralytic polio— 
60 percent effective against type 1 poliomyelitis, and 70 to 80 percent effective 
against disease caused by types 2 and 3. There is, however, greater confidence 
in the results obtained from strictly controlled and almost identical test popula- 
tions in the placebo areas. 

Those were areas where they didn’t give the vaccine but gave, in- 
stead, an injection of an innocuous material in control cases. 

On this basis it may be suggested that vaccination was 80 to 90 percent 
effective against paralytic poliomyelitis and that it was 60 to 70 percent effective 
against disease caused by type 1 virus and 90 percent or more effective against 


type 2 and type 3 virus. The estimate would be more secure had larger numbers 
of cases been available. 


From these data it is not possible to select a single value giving numerical 
expression in a complete sense to the effectiveness of vaccine as a total experience. 

I think there may be some misunderstanding. I think many people 
may have gained an impression that this vaccine is 100 percent effec- 
tive. It is a wonderfully effective vaccine, but like most vaccines and 
serums we have developed through time are never perfect. We are 
constantly improving them, and you have probably discovered that 
even now reports are made on work that has been in progress for a 
number of years on types of polio vaccine other than the Salk vaccine. 
You have also discovered that Dr. Salk himself is back in his labora- 
tories most of the time, working to perfect his vaccine. I want to 
point out to you that this is a constantly moving process. What we 








SALK VACCINE 11 


have today is one thing. What we have tomorrow will be something 
better. 

A number of events have occurred. Following the Francis report, 
the Secretary of our Department, who has responsibility under the 
law for licensing manufacturers, issued licenses to the six firms who 
were making vaccine on my advice. A license does not, however, 
clear vaccine for use. A license means that the company, the plant, 
is good; that there is demonstrated experience in production of biolog- 
ical products; and that in general, there is confidence in the ability 
of the plant to produce a suitable product. Beyond that we issue a 
list of requirements in the production, and a list of requirements for 
potency testing, and a list of requirements for safety testing, which 
must be carried out by the manufacturer and which may be checked 
by us as we see necessary. 

Mr. McDonoveu. Before it is released to the public? 

Dr. Scuretx. That is right. These actions are taken 

Mr. Parman. On that point I would like to ask a question, Mr. 
Chairman. 

The CuarrmMan. You may ask a question. 

Mr. Parman. The President signed the order today—on Wednes- 
day—quoting him: 





Some of that, and a very small amount apparently, got out, and there was no 
black marketing about it at all. 

What information do you have about the quantity of it getting out, 
Doctor ? 

Dr. Scureete. Our impression is that in the first few days after the 
release of the material, approximately a half-million cubic centimeters 
got out. I will call those ce.’s from now on, enough for 500,000 first 
shots. One ce. is given as the first injection; the second injection is 
the same amount usually given 3 or 4 weeks later under the present 
plan, and then a booster shot is given, a third cc. after 7 months. 
Approximately that amount, half a million ce.’s, did go into commer- 
cial channels, and there are many reasons for that. I certainly can 
make no criticism of that happening. The National Foundation for 
Infantile Paralysis contracted with the manufacturers to purchase 
material that they might produce through June 30 of this year, up to 
27 million cubic centimeters, to be used if the vaccine was good. ‘The 
field trial showed it was good, as reported on April 12. 

The NFIP vaccine was to be used in the first and second grades, 
and in those third grade children who had been in the clinical trial 
but had had the dummy shots before and desired to have the real thing 
this time. 

Mr. Patman. If they were in trial period until June 30, why did 
they get it out in advance? 

Dr. Scurete. The contracts were not contracts to acquire their total 
production, but only contracts to acquire that number of cubic ce.’s. 
As a matter of fact, the president of the foundation indicated the 
other day that he hoped, as all of us did, that they would produce 
both for the foundation and for commercial uses, so that other chil- 
dren and adults would have the material as well as the group in first 
and second grades. 

Mr. Parman. How were the prices, the comparative prices, paid by 
the consumers with the prices that should be paid? 
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Were they in line? 

Dr. Scurrte. The manufacturers have stated their prices, as they 
do with any product they produce. They have, of course, listed the 
price that they sell it for, and they have suggested prices for whole- 
saler and for retail pharmacists. Those prices would seem to be in 
line with prices of other comparable products. 

Mr. Parman. In other words, the amount of vaccine for 500,000 
that was sold was not out of line in price with the other vaccine. 

Dr. Scurrete. We have no information to the effect that it was. 
There have been a few isolated unverified reports that some was sold 
at higher than list prices. We do not investigate those in the Public 
Health Service. 

Mr. Parman. Who investigates them, Doctor ? 

Whose duty is it to investigate this? 

Dr. Scure.r. Those would normally be looked into by the pharma- 
ceutical association in relation to a pharmacy if they were involved, 
or by the medical society if someone complained about fees. 

Mr. Parman. Who is charged with a public duty that should look 
into it? 

Dr. Scurrte. There really is no one charged with the public duty, 
because this is a commercial product in ordinary commercial trade, 
and there is no control system on prices set up at this time. 

Mr. Parman. The Justice Department I guess would be the right 
one. 

Mr. Davinson. I don’t believe so. Will you yield? 

Mr. Parman. Yes. 

Mr. Davipson. Dr. Scheele, under title 42 of sections 262, 263, and 
264, known as the Public Health Act, the Department has the right to 
license the manufacture of serums and that carries with it the power 
to take away this license at any time that the Department sees fit for 
any activity that the manufacturer engages in, which is not ethical 
or proper in the light of the circumstances, or the exigency which may 
exist. 

Isn’t that true? 

Dr. Scueete. It is true only in part, Mr. Congressman. It is true 
to this extent: Our licensing, and I should say our approval of lots 
of vaccine under the law, is an approval of purity and of org stand- 
ards and an approval of safety, not an approval of ethical practice, 
per se. That is not a part of the Biologics Control Act. 

The act is related first to potency—that means whether it will build 
the antibodies, whether it is worth taking—and second, to the matter 
of its safety, whether it is safe to give. It has nothing to do at all 
with the a practices. 

Mr. Davinson. I think you can read something into the law. Under 
264 you have the i oe to appropriate moneys to send this vaccine 
across State lines. You have even got the right to manufacture it 
yourself, haven’t you? 

Dr. Scuerete. Yes, sir; we do have authority to produce vaccines, 
and we have in the past produced typhus and yellow fever vaccine. 
However, we do not consider this is an appropriate activity for the 
Federal Government except under very unusual circumstances. 

In the case of yellow fever vaccine, there was no commercial firm for 
many years. 

Mr. Parman. May I ask the question I am leading up to and I will 
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be through: Do you consider there is a black market now in this 
product ? 

Dr. Scuersrtxz. No, sir. 

ai ParmaNn. Do you think there is any danger of a black market in 
it 

Dr. Scueexe. I would be the last one to say that I think every cubic 
centimeter of the material that becomes available in the future will be 
sold at the book price that the manufacturer suggests. But I don’t 
believe there will be any real black market. We have watched other 
scarce materials recently. We had an experience with gamma globu- 
lin, and while there may have been a rare instance in which there 
was a problem, certainly it was very minor and minimal. There are 
many forces at work in this situation which will help control the per- 
son who black-markets or the person who asks for or receives vaccina- 
tion for people outside of the most susceptible groups. 

Mr. Parman. We don’t want to put strict controls on unless it is 
absolutely necessary. 

Of course, all of us are against controls unless they are absolutely 
necessary. Do you see anything in the picture right now that would 
prompt you to believe that a law like this should be passed ? 

Dr. Scuretz. Nothing that has happened so far, it seems to me, in- 
dicates that we, of necessity, must have a strict pricing program and 
then an enforcement program on pricing. I, of course, don’t want to 
make that as a flatfooted statement. We have no vaccine in the mar- 
ket at the present time for commercial use, except for the small initial 
shipments they made into commercial channels before the whole short 
supply situation was fully realized, and they made those shipments 
quite legitimately. 

Mr. Parman. Evidently they have not gotten out of hand or you 
would know something of that, wouldn’t you ? 

Dr. Scuertz. That is right, sir. 

I might explain that there is a feeling expressed sometimes that 
the vaccine that was sold commercially was sold improperly, that it 
shouldn’t have been sold commercially at all. 

The manufacturers, I think, were hopeful they were going to have 
more ready and so they processed some lots into containers for the 
NFIP program, the foundation’s program. Those are marked as not 
for sale because they are given free through the March of Dimes 
contribution. 

Then they processed other lots, a few lots only, into small containers 
for distribution in the usual way for use by individual physicians in 
their offices. This was packed in most instances in very small 
containers. 

For the mass programs in the schools the physicians like to have 
larger containers. The Polio Foundation contract is for 9-cubic- 
centimeter containers. That is enough for 9 first injections. The 
1-cubic-centimeter container is useful to the physician because he 
stores this in his refrigerator, uses the 1 vial, and hasn’t punctured it 
3 times as he does a 3-cubic-centimeter vial if he uses it on 3 children. 

It was packaged that way, and before the full picture on supply 
was known this moved into the commercial channel. Only 2 firms 
had any in the commercial channel; 4 did not. In my opinion it was 
perfectly all right for them to do that. 


62843—55——3 
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Mr. Rarns. Doctor, you know this committee has had much experi- 
ence over a long number of years with shortages, prices, allocations, 
and priorities when shortages develop, in things much less priceless 
than isthis. As I see it, you are now depending solely on a voluntary 
program, with a part of the product being allotted by the manufac- 
turer to the March of Dimes and the rest in commercial trade, so to 
speak. Is that right? 

Dr. Scueete. Yes, sir; since the first few days of release of vaccine 
there has been no additional quantity of vaccine going into the com- 
mercial market from the manufacturers. They have told us that they 
don’t expect to put any into commercial channels until they have com- 
pleted the Polio Foundation order. 

Mr. Rarns. I believe it was your recommendation, or rather the 
recommendation of the authorities in charge that the first innocula- 
tions, should be given to children from 1 to 9; is that right? 

Dr. Scueete. I have to lead onto that by a little comment on the 
incidence of polio by age groups. The largest number of cases occur 
in the age group 1 to 19. 

Mr. Rains. What is the percentage that occurs in that age group? 

Dr. Scurete. Approximately 75 percent. Then if we begin hosed: 
ing it down we find that within that percentage the largest percentage 
is to 1 to 9. If we break this down to the largest percentage within 
that, the age group, 5 to 9, for the country as a whole, stands up as the 
group most at risk. One must qualify this: There are children who 
are 1 year below that and 1 year above that who are at risk, too, and 
these risk differences are small. 

Generally speaking, 5 to 9 pretty well fits the national pattern, but 
it doesn’t fit every city of every State. The 1-to-9-age group men- 
tioned, is without a question, for the country as a whole, the area of 
greatest risk. 

Mr. Rains. Don’t you think, Doctor, the vast majority of the availa- 
ble vaccine should be allocated to that group in which the high per- 
centage of polio occurs instead of allowing it to be, as we hear it is, 
being given to adults? 

Dr. Scuereie. Mr. Congressman, the giving of the vaccine to adults 
was done early in the game in those first few days when the first com- 
mercial supply became available, and when medical societies in many 
instances had not themselves looked at the short supply situation and 
suggested a pattern of giving that should be followed. 

We have no information that leads us to believe that any vaccine 
is being given to adults today. 

Mr. Rarns. Doctor, 5 days after the announcement, which was a 
very momentous one for all of the peoples of the world, of the Salk 
vaccine discovery, I introduced a bill in the Congress anticipating 
that something might happen, and it does not have for its purpose 
the price control. 

It has for its purpose only establishing priorities and allocations, 
and it has one statement in the beginning of the bill that I want to 
know if you agree with: 

That it is hereby declared to be in the interest and welfare of the people of 
the United States to provide for fair and equitable distribution of the avail- 


able supplies of such vaccine, and to assure that children in critical age groups 
will obtain priority in receiving the benefits of that vaccine. 
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Do you agree with that statement ! 

De artes. Yes. I do agree that it is highly desirable that there 
be equitable distribution, and that the age groups at greatest risk 
receive the vaccine before those who have lesser risk. _ 

Mr. Rats. I have been concerned about the confusion which seems 
to me to exist. I note at one place it is suggested that the allocations 
and priorities shall be established by States and in other places that 
it shall be established by associations. _ 

For instance, I notice here in the District of Columbia that the Dis- 
trict of Columbia Medical Society proposal is that the 6- and 7-year 
olds shall come under the foundation program. They shall be first, 
the second group will be 3- to 5-year olds, the third 8 to 10, and the 
fourth, 1 to 3 and 10 to 19. 

That is the fourth group. 16s 

Then the Group Health Association has an entirely different setup 
in which they recommend that it be 3- to 5-year olds in No. 1, 1 to 2 
and 8 to 15 in No. 2, and 16 to 19 in No. 3. 

What I can’t understand is how the voluntary system is going to 
be able to come to grips with the real problem of getting it to the 
critical groups. How do you expect to do that ? . 

Dr. ScHEELE. We have, that is, Mrs. Hobby has appointed a com- 
mittee under the chairmanship of Dr. Keefer 

Mr. Ratns. Who is Dr. Keefer? 

Dr. ScHEELE. Special assistant for health and medical affairs to 
the Secretary of our Department. 

Dr. Keefer is an eminent Boston physician who is aiding our Gov- 
ernment. This committee was recommended by a technical meeting of 
representatives of various organizations who were in Washington 
a week and a half ago or more. The committee will establish a for- 
mula for the equitable distribution among the States. 

That committee, in arriving at equitable distribution, will adopt 
a formula based on a narrow age grouping. The manufacturers have 
also indicated that they will ship their vaccine to the States, 100 per- 
cent in accordance with the suggestions which this committee will give 
to them. 

I have no fear about the distribution being equitable as far as State 
distribution is concerned. 

Mr. Ratns. Do you believe that the States could do a better job of 
getting it to the critical age group than the President of the United 
States could if we gave him the proper authority to allocate and 
distribute ? 

Dr. Scurete. I think the States will be able to set up counterpart 
programs, as soon as we have clear information on what our supply 
is and how much they can have. We have asked each governor to in- 
dicate which individuals are to be responsible in his State for receiving 
the information and telling us how they would like their distribution 
to be divided as between tax-supported programs and distribution 
through commercial channels. { 

The manufacturers have also indicated that they will respect those 
State requests when they come. Some 28 governors have indicated 
who their person would be to handle this matter for them. 

In one State, a very elaborate committee to handle distribution 
within the State has been set up. This is New York State. 

Then beyond that point I believe that we will see in a week or two 
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ahead, when hopefully some vaccine will begin to flow in commercial 
channe 

Mr. Rarns. I didn’t get that. You are not expecting the vaccine 
to start flowing in commercial channels for general use before these 
critical age groups are taken care of, are you? 

Dr. Scuretz. No, not if the community has, or the State has a 
program, a tax-supported program to provide the vaccine free for the 
critical age groups. 

Mr. Ratns. How are we going to take care of the low-income group 
children, those who don’t have the money with which to do it? 

Dr. Scurgte. In many instances appropriations have been passed 
by State legislatures, sometimes by city councils, to provide funds to 
pay for the vaccines for those too poor to pay. In other instances 
appropriation requests are pending before such bodies, and the Presi- 
dent indicated last Wednesday that he too wanted to assure that there 
would be no needy child who would go without the vaccine. 

Mr. Rarns. While all this talk is going on, isn’t time of the essence, 
and isn’t the situation getting out of hand without some immediate 
controlling action on the whole supply ¢ 

Dr. Scueretz. No, sir. I do not believe it is out of hand. We do not 
have vaccine to go into commercial channels. The end results of our 
meeting that has been underway yesterday and today will give us 
another check point along the road toward being able to estimate what 
the future is going to hold in availability of vaccine. 

As soon as the report of Dr. Keefer’s committee is available, and 
the recommendations stemming from that report are given to our 
States, I believe we will see a very wonderful response by the States 
toward adopting the very type program that you suggest in terms of 
assuring that only a very limited age group get it. ; 

Mr. Rarns. Doctor, you are aware of the news stories, I know, 
which are constantly coming to our desk and to everyone’s attention 
to the effect that 10 million cubic centimeters of this vaccine has al- 
ready escaped. 

Is there any truth to stories of that type? 

Dr. Scueete. No, sir. 

If I may explain that, the National Institutes of Health have 
approved roughly 1014 million cubic centimeters of vaccine for dis- 
tribution. That doesn’t mean necessarily that this is 1014 million in- 
jections. That is approval of lots that amounted to that many cubic 
centimeters in bulk. There is a loss in packaging. There are other 
losses along the way. 

Then we also indicated that we have on hand applications for ap- 
proval of material amounting to somewhat above 4 million cubic cen- 
timeters. If I may correct the record to give you the exact amount, I 
will. 

The difference that has been referred to is arrived at by taking 
the industry projection given to us before we withdrew the Cutter 
material. ‘Those were projected figures on production by industry. 
They were anticipated or expected or hoped-for production that they 
would have. 

Mr. Rarns. Your statement is you don’t believe that amount was 
produced. That it was on paper but was not actually in existence? 

Dr. Scueetz. The difference is approved lots and lots produced 
but not yet approved. Much more has been produced but there is a 
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very complicated process of testing by the manufacturer which takes 
considerable time. 

Mr. Ratns. Somebody ought to be able to put their finger on that 
kind of situation and know for sure, shouldn’t they, Doctor? 

Dr. Scueere. Yes, sir. We know where the vaccine is. The manu- 
facturers are telling us, are completely frank with us, and have given 
us complete information on exactly what they have. There is no 
problem there. 

Now, as to the vaccine—this vaccine comes along in some various 
stages. They may have it in big carboys at one stage and at that point 
they may be taking out samples to put in tissue culture for testing, 
to assure it is a safe vaccine. 

In addition to that they have to inject monkeys. 

They inject monkeys in the muscle and in the brain. They have 
to carry these monkeys from 28 to 33 days. They sacrifice them at 
that time. Then they take their spinal cords and their brains and 
process them properly, section and stain them, and study them under 
the microscope. 

We have a time lag in processing. It takes 90 days from the start 
of the vaccine, in one particular lot, in the plant, to completion within 
that same plant, let alone such testing as we do, such holdup as we 
make in our effort to assure ourselves it is a safe and effective vaccine. 
The backlog, the difference, is projected back into parts not as yet 
filled into the final container to go out on the market, either for the 
National Foundation or other programs. 

Mr. Rarns. I don’t want to take too much time. 

The Cuarmman. I want to ask the doctor: What authority now have 
you to channel this vaccine to areas where it is needed most or to apply 
it to children between certain ages ? 

Have you any real authority to do that now? 

Dr. Scuertz. No, sir. We have no legal authority. 

The Cuarrman. That is voluntary ? 

Dr. Scueetez. It is being done on a voluntary basis. 

The Cuarrman. There is another thing I would like to know: What 
investigation do you make in the laboratories of the serums as to 
whether it comes up to proper standards before it is put on the market 
for use. That is, a preliminary investigation ? 

Dr. Scourge. Mr. Chairman, our method for this vaccine is identical 
with our method for other vaccines and biological products. In the 
early days of production of material, we test material after we receive 
samples, as does the manufacturer. 

During the field trial last year, the firm that manufactured the vac- 
cine, Dr. Salk’s laboratory, and our laboratory at the National Insti- 
tutes of Health, all three tested the batches. As the manufacturer 
gains experience, and as we see ourselves that his processing is good, 
we then approve lots of vaccine after very critical review of a docu- 
ment we call a protocol. 

A protocol is a series of about 30 pages of information recorded by 
the people manufacturing the vaccine, giving every stage in that 
process and giving the results of every test done by them in that 
process, and we are able normally in that review to detect flaws in 
the production method, if there are any. We are able to review the 
potency testing they have done, and able to review the safety testing 
they have done. 
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Mr. McDonoven. This is all voluntary and with no legal status? 

Dr. Scueete. The licensing and testing is done under the Biologics 
Control Act. 

The Cuarrman. You have the right to make this preliminary in- 
vestigation, don’t you? 

Dr. Scueete. Yes, sir. 

In addition we take samples of the lots and run them through routine 
testing ourselves, but we have not up to this time had that as a 
prerequisite to the approval of a lot. 

The Cuarrman. Is a preliminary investigation made of the Cutter 
Laboratory ? 

Dr. Scureiz. Yes, sir. Their plant was inspected. They have 
been producing other biologicals over a period of many years. They 
have other licensed products which have been sold in the commercial 
market, and the Cutter Laboratory has a good record of production 
in biological products we have licensed. 

The Cuatrman. Did you just investigate the laboratory and its 
capacity or did you investigate the specific serum ? 

Dr. Scuerete. Well, we investigate lots of serum, too, yes. 

In the thing that is happening, we will attempt to—we are review- 
ing our abaeicbiann in the handling of polio vaccine, and we are going 
to try to determine with a short time ahead—within the next few 
days—whether we will go on as we have been going on in examining 
protocols and improving on protocols with later check, or whether 
we shift to a technique in which we will ourselves test every lot, either 
in tissue culture or in monkeys, or both, before approving a lot. 

We have the Nation’s leading virologists in sessions yesterday and 
today, discussing this in the hght of everything that has happened 
up to the last minute, and we will be making a determination on that 
score. 

Mr. McDonoven. You have that authority ¢ 

Dr. SCHEELE. Yes. 

The Cuarrman. How effective would you say the serum is? 

What percentage of immunity does it give? 

Dr. Scurete. The immunity level in the field of trial varied with 
the type of virus in question. 

Against type 1 virus, to state a round figure and as close as one 
‘an come in round figures, 60 percent in producing antibodies against 
type 1. 

In other words, there were type 1 cases that occurred in children 
who had had the vaccine. 

Against types 2 and 3 virus, the range was between 80 and 90 percent 
effective. 

This is very excellent for vaccine. We consider a vaccine that will 
do even 60 percent a successful and worthwhile vaccine, because it 
means we can stop at least half of our cases or more. 

The CuamrmMan. Why do such terrible results come from the serum 
of the two laboratories ¢ 

What was the reason for that ? 

Dr. Scnre.e. Mr. Chairman, as of the moment we are not in a posi- 
tion to say that the Cutter vaccine caused the polio in these children, 
and it will be quite some time before we can determine that, if we can 
determine it. This is a matter that requires very careful study. All of 
those materials that were used are under study at the present time and 
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we will, of course, in due time see whether we can tell definitely yes or 
no. 

There is a possibility that these cases were sheer coincidences, that 
these children had polio virus and would have developed polio anyway. 

There is a possibility that there may have been some live virus that 
caused it. We just don’t know. 

- Mr. McDonovueH. Were those cases in an incipient or advanced 
stage ? 

Dr. Scuretr. They could have been in, I suppose—we could use 
the word “incipient.” The incubation period of polio is from 3 to 
31 days. 

In other words, we have cases in record that had an exposure and 
came down in 3 days after the exposure to another person with polio, 
and we have other instances where they have gone as long as 31 days. 
There is quite a wide range or spread. ‘These cases have all been 
within the incubation period. There are many theoretical considera- 
- tions at the moment. 

Mr. McDonoveu. Is there any way for a doctor to determine 
whether a child brought in for an injection is in the incipient or ad- 
vance stages ¢ 

Dr. ScHEELE. No, sir. There is no simple way of telling whether 
he is harboring the virus and is to come down with the disease. We 
hope to have a skin test some day. 

Mr. McDonovucu. The vital thing is that there must be a test. 

Dr. Scurete. Yes. 

Mr. McDonoveu. Does your inspection prove that point beyond a 
doubt ? 

Dr. Scuee.e. The inspection should prove that within the range 
that medical science in the world today can prove it. 

Mr. Mutter. In other words, there is no absolute? 

Dr. Scurere. Yes. 

Mr. McDonoven. The Cutter Laboratories, having made vaccines 
before that required close inspection, have released vaccine that has 
been satisfactory ? 

Dr. Scugrie. Yes, sir. 

Mr. McDonovuan. But in these instances, there is evidence either 
that the virus wasn’t dead or that the child was in an advanced stage 
and the vaccine would have no effect on him? 

Dr. Scurere. Yes, sir. Either of those situations could be right. 

Mr. Wwnatt. Doctor Scheele, if you change the protocol or change 
the system of checks on this, will that create a further timelag in 
production ? 

Dr. Scuereie. Yes, sir, it may. 

Mr. Wiwnat. With respect to all the children who have been given 
shots up to now, is there enough vaccine for them to get their second 
and booster shots ? 

Dr. Scurete. I can’t answer your question this morning. In the 
next several days I think we can answer that question. I think every- 
thing will depend, much will depend, on this scientific meeting we 
are having and the decisions that will come out of that meeting. 

Mr. Wipnatu. They would have priority over those who haven’t 
had any inoculation ? 
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Dr. Scnrrtz. Yes. It is the intent of the manufacturers and hope 
of the foundation and all of us that that group of children will 
taken care of first. 

That is what is going on at the present time. 

Mr. Wwwnatt. I think the unfortunate thing about this whole matter 
at the present time is the hysteria that has been created. Now that 
we have a successful vaccine there appears to be more hysteria than 
at any time we had a polio epidemic and had no vaccine. 

I appreciate the calm and measured testimony that you have given. 

Mr. McDonoven. Suppose vaccine were released to the public. 
Is there any way, or do you think it necessary for any law to control 
the fee charged by the physician who injects the vaccine in the patient ? 

Dr. Scueetz. Well 

Mr. McDonoveu. There is not only the fee for the cost of vaccine. 
There is also the cost for the service. 

Dr. Scurere. That is right. 

Mr. McDonoven. There is a varying charge for service. That’ 
particular thing is something we have had experience with. Do you 
think there is any necessity to pass a law that the services shouldn’t 
exceed a fee for injection ? 

Dr. Scuretr. Physicians generally around the country have pro- 
posed to charge, in those instances where they do charge—and many 
of them do it free in school programs and for indigents—their ordi- 
nary office fee. The president of the medical association has made 
a very firm statement to the effect he thinks that is the appropriate 
amount. 

The CHarrman. Couldn’t the Public Health Service do that? 

Dr. Scuerrte. It can in instances when the program is a school pro- 
gram, the kind that health departments satniglly carry on, or 1s a 
program in, say, a child health clinic outside of a school program. In 
such cases, either a health officer gives it, or he has a physician in pri- 
vate practice come in either without charge or for a very small daily 
fee. He might work a half day or the whole day to run the clinic. 

It could be done that way, but I believe that American medicine has 
demonstrated in the past, and I don’t think it will suddenly change— 
it has demonstrated that it can handle this sort of thing very fairly, 
as far as fees and use go. 

Mr. Mutrer. The department doesn’t have any money presently 
with which to buy and distribute this vaccine, has it ? 

Dr. Scuretr. Not a broad base. 

Mr. Vanix. Mr. Chairman, I would like to ask the doctor—I am 
among those people who suffered through a little hysteria because the 
very day the word came out about¢he Cutter vaccine, I picked up my 
youngster and she said, “I have just had my polio shot.” So I was 
very much concerned, both about the black-marketing phase of the 
vaccine and the possibility—and this went through my mind—of what 
could have happened in a broad way throughout America, probably 
creating a holocaust or something beyond description if a mass in- 
oculation were made of young people throughout the country that 
would prove to be inerror. It would be horrible, it would be criminal, 
if we were in any way to permit the spread of a virus that could be 
so harmful. 

The question that I want to ask is this:. In your considered judg- 
ment, is the experience factor of the Salk vaccine sufficient to have so 
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quickly authorized the mass vaccinations of so many young people? 

Dr. Scuerte. Yes, sir. I do believe that the experience in the field 
trial was adequate to give us a basis for undertaking large-scale vac- 
cinations of our population. 

Mr. Vanix. And could we, with the experience that we have, rule out 
the possibility of inoculated persons being carriers ? 

Dr. Scurete. No. We have no way to—I assume by that you mean 
by having the virus before they have the vaccination ? 

Mr. Vanik. Being able to carry it to others—transmit it. 

Dr. Scurete. No. We have no simple scientific methods now for de- 
termining which person is harboring the virus without showing the 
disease in one form or another. More research must be done to de- 
velop simple tests. 

Mr. Vanix. Let me ask this other question: After a person is vac- 
cinated, what is the longest period of time that has elapsed now since 
the first injections of the vaccine were made to determine post-vac- 
cination effect ? 

Dr. Scurste. We have data only on the cases who have developed 
polio and who were vaccinated. We do not have data on all vac- 
cinated children. The earliest vaccination in the group that got polio 
later was the 14th of this month. 

Mr. VaniK. Now, with respect to the Cutter vaccine that was in 
dispute, for the record, what tests were specifically made with respect 
to the product of the Cutter Laboratories before it was passed to the 
general market for distribution ? 

Dr. Scurete. I am not the best technician to answer that question. 
We really need one of our men in biologics control, but in general, 
the material was tested in tissue culture for 14 days, and the readin 
of those tissue cultures did not show evidence which would be typica 
of presence of virus. 

In addition to that, material was tested in monkeys. I can’t tell 
you whether it was tested 28 days or 33 days, there is a range, and the 
material there also did not show evidence—I mean the brain and 
spinal cord tissues examined did not show evidence of presence of 
virus. 

I should point out that in production, there is a process undertaken 
that is called titration, in which they start the virus and add to it 
formaldehyde, 1 to 4,000, and then carry it at, or slightly above, body 
temperature for 100 hours, 150 hours, 250 hours, in the killing process. 
The Salk technique, and the requirement under the Biologics Control 
Act, as we have established it, requires that the material be carried in 
contact with formalin before neutralization—formalin before and be- 
yond the point when it arrived at the zero virus level. It is carried on 
for a considerable number of hours after that to be sure we have de- 
stroyed amounts of the virus that would infect. 

I want to point out, we can make any vaccine so safe that there 
could be no problem with it, but it might not be worth having. 

In other words, what I am saying here, is that in smallpox vaccine 
and some of the others if we didn’t cause some kind of reaction in the 
individual, he wouldn’t develop antibodies. So one has a delicate 
balance in the development of any vaccine, one of not overcooking to 
the point where it has no efficiency. It would be just as bad to give 
a child vaccine, when parents had expectation it would keep the 

62843554 








22 SALK VACCINE 


child from getting polio, and discover they might as well have given 
him water. 

Mr. Murer. Were the same precautions and same tests taken and 
applied at the Cutter Laboratories as were taken and applied at all 
the other manufacturing laboratories ? ; 

Dr. Scure.e. Yes. Identical tests were applied in each instance, 
and these were techniques which members of our staff, and our ad- 
visors, who are experts in this field, felt were adequate techniques. We 
have had some experience. 

When we heard of the first case of a child in Chicago that had had 
vaccination before polio, we immediately began a study of that case. 
Our Bethesda staff went into session. We stayed right along through 
the night. By early morning, we had information on five additional 
cases In California, and we decided that to be completely safe we 
would order the Cutter material off the market. 

Mr. O’Hara. Pardon me. 

Mr. Chairman, I would like some clarification. 

The Cuarmman. Mr. O’Hara. 

Mr. O’Hara. Is it the responsibility of this committee and within 
our jurisdiction to determine whether this is a good product or not 
or are we concerned solely with the matter of controlling its distribu- 
tion to assure it getting to the people who need it regardless of their 
financial status? 

I wish that clarification, Mr. Chairman, because I accept seriously 
my responsibility and if, as a member of this committee, there is the 
responsibility of passing upon the merit of this product, then of course 
I should wish to go thoroughly into every phase bearing upon the 
subject. 

Mr. Mvurer. Mr. Chairman, might I suggest when a bill is referred 
to a committee including matter that ordinarily goes to another com- 
mittee, whatever committee gets the bill must consider all the prob- 
lems involved. These are necessarily related problems. If you try 
to bring out a bill that will control the distribution and manufacture 
and use of the vaccine, I think we must go into every phase and facet of 
the matter. There will only be one bill brought before the House for 
it to consider. 

Mr. O’Hara. That is what I presume to be the fact, Mr. Chairman, 
and having had that answer, I want to say I think we should go 
thoroughly into all the evidence relating to the merits of the vaccine 
even if we have to be in session for many, many days. 

Mr. Parman. I don’t agree, Mr. Chairman, at all. I don’t think 
it is the function of this committee to determine the quality of this 
product. If we have to do that, I want to resign now because I am 
not capable of going intoit. I think distribution is what we are inter- 
ested in. 

Mr. Vanrk. Mr. Chairman, may I resume my questioning ? 

The CHamrman, Yes. You may resume. 

Mr. Vanix. I have several other questions that I would like to 
clear up. 

Isn’t it necessary to require doctors to keep records available to 
public-health authorities, showing the date, name, and age of every 
mnoculation ? 
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Dr. Scere. No ,sir. It is not necessary. There are exceptions 
to this. It is not necessary for them to do this. It is good medical 
practice to do it. 

Mr. Vanrk. Shouldn’t it be a requirement? How else could you 
check up then, Doctor, on a voluntary system ? 

Dr. ScHeELe. I believe that at the present time there isn’t much 
doubt about the fact that, as we have future experience with the giv- 
ing of this vaccine, it would be ideal to have records, and for every 
doctor to have a record of those things, and including the lot number 
of the vaccine he uses. I don’t believe any will be given from this 
time on without that being done. 

Mr. Vanrk. As a matter of fact, shouldn’t these records be required 
as a matter of compulsion just as they are with respect to narcotic 
drugs ¢ 

Dr. Scure te. Well, as a medical desirability, yes. On the question 
of requirement, we haven’t had problems in the past in the giving of 
smallpox vaccination, and other kinds of vaccination, so there hasn’t 
been quite the urgent need of having it in a hundred percent of the 
cases. 

However, we believe in this case, and in the future, that records 
should be kept, and so we intend to suggest it to our friends who are 
practicing medicine. I believe that there will be no difficulty in the 
matter of keeping records in the future. 

Mr. Davinson. Will you yield for a question ? 

Mr. Vanix. Yes. 

Mr. Davinson. Dr. Scheele, doesn’t the Department at the present 
time, the United States Public Health Service,maintain controls over 
the venereal vaccines, vaccines for venereal diseases ? 

Dr. Scurere. Yes; at the time that the Public Health Service had 
a similar responsibility for testing potency and safety of the lots of 
that drug. We still have it on the limited quantities of that material 
that are made now. We have shifted our treatment of syphilis. We 
don’t use that drug anymore. We use penicillin or antibiotics, and 
those fall into the food and drug. 

Mr. Davison. As a matter of precedence 

Mr. Berrs. Would you be more specific?) He should be asked if the 
Department had controls over distribution and allocation. You just 
asked him if he had control of them. 

Mr. Davipson. Thank you very much. 

Didn’t you have controls with regard to allocations and distribution 
of venereal vaccine ? 

Dr. Scueste. No, sir. 

Mr. Davinson. How about penicillin during the war ? 

Dr. Scuretz. Dr. Keefer is more competent to answer that than I. 
He was responsible for the actual distribution during that program. 

Dr. Keerer. When penicillin was under allocation, all of the prod- 
uct was purchased by the Federal Government for use in the armed 
services. There wasa small amount allocated to the Office of Scientific 
Research and Development for investigational purposes, so that infor- 
mation could be gathered about the deportment of this drug that could 
be transmitted to the Surgeons General of the Army and the Navy, 
giving them guidelines as to how this drug should be used and employed 
in the treatment of the sick and the wounded. 

Mr. Davipson. Doctor, didn’t your controls extend to anything be- 
yond the military ? 
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Dr. Kerrer. They extended only into investigational purposes in 
the civilian population, A few groups received pees on applica- 
tion for the treatment of specific infections for which information was 
being collected. , ats. 

Mr. Davison. I would just ask this one more question which is 
on my mind, and then I will return the floor to my colleague, Mr. 
Vanik, who was kind enough to yield for this question. 

What I can’t understand is this: We have controls at the present 
time, and priorities. We control the distribution, export, and im- 
port of nonferrous metals, and I don’t understand why lead, copper, 
aluminum or metals such as that might be more important than child 
lifesaving serum. If the Government is concerned with the control 
of those items, what is the resistance to control of distribution with 
regard to this vaccine which you say is in such short supply? There 
definitely seems to be some resistance. What is the basis of that? 
Why does the Secretary of the Department of Health, Education, 
and Welfare seem that so vociferously ? 

Dr. Scores. I can’t speak for Mrs. Hobby and I don’t know that 
I can give a complete answer to your question. 

We don’t have controls on internal distribution of some of these 
materials you mentioned in the United States, and I think the reason 
we are resistant to a mandatory control program is primarily that 
we think we can make a voluntary system work. We think that the 
American medical profession and American pharmacy profession, 
when we get to the end of the line in the community, are people who 
don’t have to have a policeman standing alongside of them to watch 
them. Our voluntary program hasn’t had a chance to start to oper- 
ate as rete really, because we haven’t had any vaccine to distribute 
to the States, and for them to make use of them. Then there is an- 
other thing. 

The situation on penicillin was considerably different from the 
standpoint of the use of the material than this vaccine. In the case 
of penicillin, we had a treatment material and you could select the 
limited numbers of individuals who needed it. It was a man who 
was sick with infection. He needed this as a lifesaving thing. You 
could make choice between two patients. You could say this man 
will die today if he doesn’t get it. This man has a sore throat. He 
will get well anyway. We will not give it to him. 

Those were determinations the physician could make. Here we 
have a material that 90 million or more of our population need ulti- 
mately. We have polio on up to 45 years of age and some cases 
above 45. I might point out that we shouldn’t object to adults getting 
it, except as we have to hold it to the age groups of the greatest risk 
while it is in short supply because 20 percent of our cases are in age 
groups 20 and above. 

Mr. Davison. Why did you—not you, Dr. Scheele, understand 
me, please, but why did they only license six firms to manufacture this 
serum if it is such short supply ¢ 

Dr. Scuerte. Well, the manufacture of biological products is, 
generally speaking, complicated manufacturing process, and this one 
is the most complicated of all of the vaccines the manufacturing 
plants make. There are relatively few firms in the United States that 
have the technical competence or equipment—although equipment is 
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quite secondary—it is a matter of technical competence and know-how 
to make vaccines, so six firms were in a position to do it, and they are 
doing it. 

There are only a few other firms that make any kind of biologicals 
in the United States. I don’t believe any criticism can be levied at the 
fact there are not more firms doing it. In other words, those who felt 
they were competent to undertake this kind of = undertook it. 
I think this is one of the fine things about it, because it should be 
stressed here that our position in the Public Health Service is that 
the thing that is most paramount on this vaccine, as on others, is 
safety. We are not going to promote a big vaccination program at the 
expense of safety. 

e are going to make sure of every step we take from here on, as we 
have in the past, and if we have to suggest slowing down the program, 
if we hold up vaccine, it is going to be simply because we are interested 
in not having the kind of problem that Mr. Vanik spoke of earlier— 
a great national disaster—because we moved too fast. We would 
prefer to go a little too slow. 

Mr. Vanik. That brings me to the last question I have. Don’t you 
need authoritative records of inoculations by doctors in public 
groups in order to determine the basic facts on how effective this 
vaccine is ? 

Dr. Scueete. It will be very difficult—and this is a scientific ques- 
tion and probably an unsatisfactory answer, but the best I could do; 
As soon as you arrive at the point where you have a universal request 
for the material as we have at this time, you tend to be beyond the 
point where you can do the careful and adequate type recordkeeping 
and statistical anlysis that was done in the field trial of last year. So 
we are pretty much beyond the trial period. There would have to be 
staff available, competent people to undertake such a task, and let’s 
assume we get many, many more millions of people vaccinated by 
midsummer—to just do the voluminous record checking and inter- 
viewing that would have to be done in each of these cases to be able to 
extend the field trial in exactly the same way. 

This was a colossal, a superhuman undertaking to cover 450,000 
children, plus controls adequately to get the information, so I think 
we have got the experiment done. 

: Mr. h bce Wouldn’t the failure to do that, doctor, affect the safety 
actor ¢ 

Dr. Scorretz. No. We can keep checking the safety factor because 
we announced immediately after we ordered the Cutter material 
withheld that we were throwing into gear our epidemic intelligence 
activity in our Atlanta, Ga., Communicable Disease Center. We have 
made available to every State that is having cases such additional 
manpower in the way of men trained and experienced in studying the 
natural occurrence of infectious diseases to help them if they don’t 
have an adequate staff. 

We have men out now in practically every State where there is a 
case of polio being reported in a vaccinated child, getting careful rec- 
ords of what is going on. Incidentally, we are discovering in some 
instances that earlier cases reported turned out not to be polio. We 
have as of the moment probably a dozen cases under investigation that 
we are not sure were polio. Some may turn up in our listing to- 
morrow of how many cases there are, some may not appear in that 
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record because they have been eliminated as not polio, and some of these 
cases, I should point out too, are nonparalytic polio. That is a clini- 
cal diagnosis, and until someone has taken a specimen of feces and 
examined that for virus, or done some other tests with blood serum, it 
is merely the fact that there is some headache and the child, maybe, 
had a little fever. It is called polio and the child is vaccinated. It 
has to be carefully studied. These studies take time. We are able to 
throw a net of careful study over all of the cases of polio that we 
anticipate can occur, vaccinated and unvaccinated, in the year ahead. 

The Cuatrman. Time is growing short. I want to give all the mem- 
bers an opportunity to question. 

Mr. O’Hara. 

Mr. O’Hara. Mr. Chairman, I am asking that you stop me when I 
have taken 5 minutes, and I am making the suggestion that hereafter, 
in order that all members of the committee may have an opportunity, 
that we go under the 5-minute rule. 

I have a very few questions to ask and they all are directly con- 
cerned with the bill we have before us, whether we should place con- 
trols on the vaccine. 

First, I understood, Doctor, that while you give credit to Dr. Salk, 
you pointed out there was much research and contribution on the part 
of other doctors that went into the work before the final discovery. 
May I ask if the National Science Foundation made a considerable 
contribution to that preliminary work ? 

Dr. Scurrre. I don’t know the answer to that. The National Sci- 
ence Foundation has been supporting basic research in microbiology, 
which is the study of infectious agents, bacteria, viruses, but whether 
or not there was any particular project they supported, I don’t know. 

Mr. O’Hara. I want to keep within the 5-minute limitation, which 
I think is a part of propriety on the part of the committee today in 
order that every member may be heard. I am concerned with the 
matter of control in relation to this bill. The New York Post, May 2, 
quoted a Wall Street broker’s private newsletter as saying the 6 manu- 
facturers making this vaccine would make commercial vaccines in the 
amount of $60 million, from which they would derive profits of $20 
million. This broker’s letter says that one of these 6 laboratories will 
probably raise its dividend this year, as a result of this discovery, from 
$3.25 a share to $5.50 ashare. Is that true, Doctor? 

Dr. Scuerete. Mr. Congressman, I have no information on that 
subject. We don’t have access to the books of the manufacturers and 
don’t know what their hopes are for profits or dividends. 

Mr. O’Hara. Did I not understand you to say that a large amount 
of this vaccine had gotten into the commercial channels very early 
in the period ? 

Dr. Scurrete. A very small amount. Probably in the order of 
slightly over a half million cubic centimeters went into commercial 
channels in the first few days. 

Mr. O’Hara. That would service how many persons? 

Dr. Scureie. That would be one injection for a half million. 

Mr. O’Hara. A half million people? 

Dr. Scuerete. One injection. One-third of the total needed for 
those people. 

Mr. O’Hara. How many injections are required ? 

Dr. Scurere. It takes three. 
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Mr. O’Hara. That would be a third of a half million persons being 
favored, I mean favored as having money as against people who have 
no money, and these manufacturers could sell it at any price; could 
they ? 

Dr. Scuzetz. No, sir. The manufacturers—again, [ don’t have any 
authority, nor have we checked their practice—but the manufacturers 
have a list price, a wholesale price, which they quote on this, and there 
is no reason, or I have no reason to believe that they aren’t operating 
in this instance as in others. 

Mr. O’Hara. How much is the foundation paying for it ? 

Dr. Scurete. The foundation is paying less than list price. 

Mr. O’Hara. It is paying 33 cents; isn’t it? 

Dr. Scurete. I don’t know that as certain. It is stated that they 
are paying a dollar for 3 cubic centimeters. I should point this out 
so it is clearly understood: No one knew that. this vaccine would hold 
up in the field trials, and therefore one can assume that the manu- 
facturers would not necessarily put ten or twenty or thirty million 
dollars in it. 

Mr. O’Hara. Not to interrupt you, but I want to keep within my 
5-minute limitation. Do you know whether the foundation pays 
33 cents? 

Dr. Scurete. No, sir. I do not know with certainty what they pay. 

Mr. O’Hara. Do you know that the price to the public is $2? 

Dr. Scurete. Our best: information 

Mr. O'Hara. Yes or no; do you know? 

Dr. Scurete. My understanding is it is higher than that, when they 
pay the regular price. 

Mr. O’Hara. It is higher than that. Now what percentage of this 
higher price is profit ? 

Dr. Scueexe. I regret to say I don’t know, because their costs of 
operation on the part of wholesalers, druggists, and distributions 
vary. 

Mr. O’Hara., Isn’t that part of your responsibility to know ? 

Dr. ScHeete. It is not our responsibility at the present time; no, 
sir. 

Mr. O’Hara. Do you intend to advise us when you appear before 
this committee again, whether the manufacturers are making an ex- 
orbitant profit and whether you, upon reexamination of the subject, 
think the distribution of the vaccine should be controlled by legisla- 
tion ¢ 

Dr. ScHeee. I 

Mr. O’Hara. I will excuse you from that. 

Dr. Scueetz. We doctors don’t know too much about bookkeeping 
and overhead. 

Mr. O’Hara. You will agree with me, Doctor, that there has been 
a great deal of advertising and publicity that has come from Dr. Salk’s 
discovery. You do not think it right that six manufacturers should 
make a tremendous sum of money from the free publicity attendant 
to the discovery of a blessing to mankind—you don’t believe that, 
do you? They are entitled to a reasonable profit, and no more, and 
all the children of our country are entitled to be included ; do you agree 
with me? 

Dr. Scurzte. I believe the manufacturers are entitled to a reason- 
able profit. 
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Mr. O’Hara. Thank you very much for cooperating with me to hold 
this questioning within the proper limitation of 5 minutes. 

Dr. Scueete. Mr. Chairman, may I make one additional comment 
on the purchase by the Polio Foundation? ‘There was no reason to 
believe that the manufacturers would produce a vaccine, the value of 
which ultimately was unknown, and in order to assure that there 
would be some production against the time that we might have a 
favorable report, or production which would have to be poured down 
the drain if the report was not favorable or didn’t show it was a 
useful vaccine, the Polio Foundation made this contract. This was 
made under circumstances that I don’t believe make the contract 
price very significant in relationship to the total operation in vaccine 
production at the present time. In other words, what the Polio 
Foundation was doing was giving a pilot-plant order to the industry, 
to be sure that after they finished widiciang the field-trial material they 
kept their staff and they kept their machinery running against the day 
we are in now, when we want to have this on more universal basis. 
So I think it should be pointed out it was the Polio Foundation that 
took the risk and the chance, and we know that the industry took 
additional chances because they did go beyond the point of preparing 
to produce only for the Polio Foundation. 

That was risk. How much risk there was in what they are doing 
for the Polio Foundation, I don’t know, but in my mind, there should 
not be, or there isn’t any necessary relationship between the price the 
Polio Foundation paid and a fair list price for this material by the 
manufacturers. 

Mr. Rarys. Mr. Chairman, may I make one statement for the 
record? I just want my views to go in the record, Doctor, that I 
think you are doing one of the best jobs in your position in Govern- 
ment of any man I know, and I think I would be rather untrue to my 
own feelings if I didn’t put that in the record. While I may not 
share your views exactly about this particular situation this morning, 
I think you have done an excellent job. 

The Cuatrman. Mr. Wolcott. 

Mr. Wotcorr. Dr. Scheele, I think we understand the attitude of 
the Public Health Service, as announced by the President, that it is 
desirable to try this out on a voluntary basis, without allocations and 
price control. 

With proper appropriations, would the Public Health Service be 
prepared—or some other agency of the Government—be prepared to 
step into this picture if and when the President, through the Public 
Health Service, found there were uses of the allocation of the vaccine 
and the price of the vaccine? Would they be prepared to step into 
the breach and function as a control agency almost immediately ? 

Dr. Scurete. We would be prepared if that emergency were recog- 
nized and there were authority to operate on a mandatory basis, to 
begin setting up control machinery. However, we are a health opera- 
tion, running hospitals and doing research. We would have to ac- 
quire a staff of people to put out in the States and in the communities 
to do investigations and to carry out the intent, then, of the program, 
and to recommend for prosecution people whom we found doing 
things that were illegal. It would take us quite some time to create 
that machinery. I suspect it might take us as long as it will take for 
the vaccine to be available in much greater quantity as time passes. 
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Mr. Woxcorr. It would take a comparably long period of time to 
set up the machinery for the control, would it not ? 

Dr. Scuerete. Yes, sir; it would. 

Mr. Wotcorr. The production of polio vaccine, as you indicate, is 
very limited, and that in itself is a control over the production and 
would be the present function of production to get the production in 
the proper channels. What I am speaking about is this: We have had 
some discussion in years gone by on standby controls—so-called stand- 
by controls. I merely throw this out to not only you—perhaps you 
don’t want to answer it—but I throw it out to the committee for con- 
sideration—whether it might not be advisable to give the President 
the authority to set up controls over allocations and price of polio vac- 
cine by Executive order, when and if he was convinced that there has 
been instances of violations of allocation and price. 

Mr. Rarns. I would go along with you on that. 

Mr. Woxcorr. That might be a helpful thing to do. I have in 
mind he might also set up the machinery for controls, to be activated 
upon Executive order, the same as we might contemplate the alloca- 
tion of strategic and critical materials and price of strategic equip- 
ment and materials, to be activated upon Executive order by the Presi- 
dent in time when the United States acts or when the Congress declares 
a state of war exists. 

Perhaps there wouldn’t be too much objection to that, and it would 
be a watching program. You could be very close to it, as you have 
been, and will continue to be, and you would use then—there are uses 
of the program where the President could be informed and could act 
very quickly. 

Mr. Berts. Mr. Chairman. 

The Cuarrman. I want to recognize Mr. Reuss. 

Mr. Reuss. Mr. Chairman—Dr. Scheele, do you agree with the view 
that I have heard advanced, that the most critical age group from 
the standpoint of polio, and hence from the standpoint of the need 
for innoculation, is the 5-to-9 age group; that the next most critical 
group is the 1-to-4 age group; that the third most critical group is the 
10-to-14 age group; that the fourth most critical group is the 15-to-19 
age group, and that the rest of the population belongs in the remaining 
group; is that correct ? 

Dr. Scuertz. That is essentially correct. One hates to make a 
flatfooted statement on that because there is local experience that 
will move it down 1 year, in some instances or up 1 year in others. 

Mr. Reuss. By and large, that is about it ? 

Dr. Scueete. For practical end use in terms of having something 
understandable and uniform, I think such a priority system is sound. 

Mr. Reuss. And in that top priority, 5-to-9 age group, are my popu- 
lation figures right; they indicate that we have about 16 million in the 
group of whom 9 million will be innoculated for sure under the Foun- 
dation’s program, leaving 7.8 million to get it as they can? 

Dr. Scuretz. That is approximately the same as the figures that 
we have. We have just a few less children in that group in 1954 in 
our figures, but the differences are negligible. 

Mr. Reuss. And the second most critical group, the 1-to-4 group, 
the population there is around 15 million ? 
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Dr. Scurete. It is higher than that in °54. That is the 1-to-4 
group. You are correct. I wasn’t subtracting the under one’s. One 
through 4 is slightly under 15 million. 

Mr. Reuss. I think you indicated there were at least 90 million peo- 
ple in the population of an age where they are susceptible to polio, 
and hence, obviously desirous of getting hold of the Salk vaccine; 
is that correct ? 

Dr. Scureix. Yes, sir. As a matter of fact, it is more than that, 
now that we have the table. It appears there are about 104,318,000, 
through 45. 

Mr. Reuss. Call it 104 million. 

On the supply side, am I right in thinking that there is in existence 
now about 10.5 million cubic centimeters of the vaccine ? 

Dr. Scuereie. Of the approved vaccine that can be given, that is 
correct. 

Mr. Reuss. And am I further right that the Public Health Serv- 
ice has projected the following availabilities during the polio season 
this year: By June 1, 32 million cubic centimeters; by July 1, 51 mil- 
lion cubic centimeters, and by August 1, 69 million cubic centimeters ¢ 

Dr. Scuee.e. Those were projections, the composite projections of 
the six firms making the vaccine. However, those are out of date at 
the present time and until we complete our scientific meetings and 
arrive at some decisions that we must make in the next few days, we 
are not in the position to project the figures. We may be able to 
next week. 

Mr. Reuss. However, those are the best availabilities as of this 
morning; is that correct ? 

Dr. Scneetr. Yes, sir; that is correct. But there is a period of 
slowdown because we have not now for several days reviewed or ap- 
proved any lots of vaccine. The program has bet brought to a 
standstill until we could evaluate standards and safety factors. 

Mr. Reuss. To complete the series of three vaccinations, it requires 
3 cubic centimeters per person, does it not ¢ 

Dr. Scureix. Yes, sir. 

Mr. Reuss. So if each of the 104 million necessitous and desirous 
people got their shots by August 1, or had a layaway for the last 
shot by that date, that would be 104 million times 3, or 312 million 
cubic centimeters that would be required ; is that correct ? 

Dr. Scureie. No, sir. It wouldn’t be quite that many that soon be- 
ae the third cubic centimeter is given 7 months or more after- 
wart 

Mr. Reuss. My question envisaged a layaway of the third dose. 

Dr. Scueexe. Yes, sir. 

Mr. Reuss. So that we have 312 million cubic centimeters required. 
and about 69 million cubic centimeters available, or something like 
6-to-1 imbalance between supply and demand as of August 1, based 
upon present projections ; is that correct ? 

Dr. Scuer.e. That is approximately correct, but we don’t like to be 
very definite about this until we do a recheck of the supply position 
after these technical meetings. 

Mr. Reuss. In the light of those rather impressive figures, you 
wouldn’t say that members of this committee—who do feel some con- 
cern about it—are being alarmists in feeling that there will come a 
time when the balance between supply and demand is such that there 
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will be pressures to see that this vaccine will not get to the children 
in the 5-to-9 age group, or the 15 million children, or to some of the 
other more necessitous categories ¢ 

Dr. Scuerere. No, sir; we share the concern of any member of the 
committee who feels that way. We, too, hope the vaccine will go to 
those in the age period of greater susceptibility first. 

Mr. Reuss. As I understand it, Secretary Hobby’s proposal is to 
leave this to the States. She will delegate whatever rationing and 
allocation power she has to them. Will you be able to furnish this 
committee—and I would hope today—with a breakdown of the 48 
States, showing what each of them has done to insure that this 6-to-1 
supply-demand ratio doesn’t spill over into people who are not de- 
serving of it under the priority basis, and the legal sanctions which 
each one of those States has set up to make sure there isn’t diversion 
and black-marketing from these high-priority categories, which there 
is enough vaccine to satisfy, into the less deserving or not at all de- 
serving categories ? 

Dr. Scueetz. I doubt that we could accomplish that today. 

Mr. Reuss. How long would it take you? It seems to me it is the 
essence of the deliberations of this committee to know how the Sec- 
retary is delegating to the 48 States this duty of seeing that there 
isn’t diversion. 

Dr. Scureiz. I was asking Dr. Keefer a question on that. Dr. 
Keefer is chairman of the national committee. 

We are just moving this into gear. It would be in the next week 
before we could get the exact picture, and that would be a moving 
picture. It changes every day, as more and more States develop plans. 
I don’t think—I don’t want to give the wrong impression, but I don’t 
believe there are very many places in the United States where they are 
contemplating any sort of rigid controls. I believe that almost wni- 
versally the plans in the States are being developed on a voluntary 
basis, in the belief that we can educate the public as they are hearing 
this story more and more and that our physicians will do the thing 
properly, and that our people selling these materials will carry on as 
appropriately as the last one did, even in the few days that we had 
commercial vaccines. 

There have only been a few reports of any problems. If one checks 
in most parts of the country one finds that there hasn’t been any spe- 
cial problem, and so I think that almost everyone will look forward 
to a voluntary scheme and I can almost give you the answer to your 
question at the moment by saying that, as far as we know, these people 
are not contemplating these things. 

Mrs. Hobby has had a meeting with the governors assembled in 
Washington this week, and they have appointed a committee, with 
Governor Clements as chairman, to work with our Department and to 
advise on what their positions are on some of these questions of a 
voluntary program, Federal controls, and whether or not they would 
take some action or what actions they contemplate taking in their 
States. 

The end result, however, of that study is awaiting their return to 
their homes and their consultation with their health officers, medical 
societies, and others. 
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Mr. Reuss. Surely Mrs. Hobby can’t assure herself that the matter , 
will be properly handled in the 48 States without knowing what in each 
case the particular 1 of the 48 States proposes to do, can she? 

Dr. Scurete. No. I don’t think it is possible for us to know now. 
We have information at the present time on what they are doing in 
the area of developing programs for financing vaccine. We have 
information that is now about 3 or 4 days old on that picture as it 
has developed so far. 

Mr. Reuss. You will furnish this committee with the data as to each 
of the States as soon as you have it? 

Dr. ScHerete. Yes, sir; we will. 

Mr. McDonoven. Dr. Scheele, has the Cutter Laboratories incident 
caused a suspension of the manufacture of this vaccine to any extent? 

Dr. Scurrtz. No, sir; it has not. To the best of my knowledge, it 
has not slowed down manufacture at all. It slowed down our approval 
of lots of vaccine, but it has not slowed down the putting of the mate- 
rial in the front end of the process and the running on through by any 
manufacturer. 

Mr. McDonoven. Hasn’t it taken Cutter Laboratories’ production 
out of the picture? 

Dr. Scueetz. It has it out of the picture as far as its release for 
shipping in interstate commerce is concerned, but it does not prevent 
Cutter, and we don’t prevent Cutter, from making the vaccine against 
the day when we might say: Go ahead and put it out again. 

Mr. McDonovuen. Have you found cases in which polio developed 
after inoculation have been traced back in every instance to Cutter 
Laboratory inoculation ? 

Dr. Scueete. No, sir. 

Mr. McDonoveu. Other laboratories have released material that is 
not satisfactory ? 

Dr. Scueee. So far, and this was our report at 9 o’clock this morn- 
ing, of 44 cases who had been vaccinated, 41 had paralytic polio, and 
3 had nonparalytic polio. Only a few of those have been verified a 
actually having polio virus. Thirty-eight of those were Cutter. 

Mr. McDonovueu. Thirty-eight of those were Cutter ? 

Dr. Scuertz. Yes, sir. 

Mr. McDonoucx. Where were the others from ? 

Dr. Scueetz. The others, as far as we know, were Lilly & Co. 

Mr. McDonovuau. So those 2 companies were the only 2 that you 
found reoccurrence in ? 

Dr. Scurrte. That is correct. I believe there is currently under 
investigation in a State—I know not which one—a possible additional 
case, material from another manufacturer, but we don’t have clear 
information. That may turn out not to be a case of polio at all. I 
would remind all of you that the business of the cases and the manu- 
facturer, at any given moment, there are several sets of figures on what 
goes on. We have a daily report that brings things up to date. It 
crosses off cases. It verifies which arm or leg is paralyzed, what the 
paralysis is. The picture constantly changes. Some of the cases we 
reported earlier turned out not to be polio, and additional cases under 
study turn out to be polio. Generally speaking, the press will have a 
larger number of cases, because doctors at the present time, because 
of all of the interest in this disease, are not taking any chances and they 
are calling things polio in a few instances in their caution and then it is 
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better always to be cautious, and, if you consider it polio, you give 
the patient the best treatment you can up to the point you decide 
it isn’t. So quite a few of the cases that turn up in the first instance 
wash out and don’t stay in the record, and I think we can predict that 
certainly, of the 44 cases I mentioned this morning, some of these will 
turn out not to be polio. 

Mr. McDonoveu. In the various age groups that Mr. Reuss cited 
to you, is it anticipated that we will sicatuallt inoculate every child 
in the United States in those age groups, whether they show polio 
or not ? 

Dr. Scueretr. This is a matter that one can’t make compulsory and 
we don’t want to make compulsory in our country. Whether or not a 
child is immunized or whether or not an adult is immunized depends on 
whether or not the parents want him immunized, and participate in a 
public program or take him to a practicing doctor in that way, 
or whether the adult himself goes and says: I want the vaccine, too. 

Mr. McDonovucu. Even if the child has polio and the parents doesn’t 
agree, they are not inoculated ? 

Mr. Scuretr. The children who have polio, we don’t vaccine. This 
is a preventive technique. This must be done before the child gets 

olio. 

Mr. McDonoveu. If the child does not agree, the child is not 
inoculated ? 

Dr. Scuretez. That is right. 

Mr. McDonoveu. However, in the age groups Mr. Reuss recited to 
you, the children in that age group may agree and that would mean 
each child in that age group in the United States ? 

Dr. Scurete. Yes, sir. 

Mr. McDonoven. So the amount of vaccine that you are planning 
on for your inventory to meet the requirement, if everybody agrees, 
is the total number of children in those age groups ? 

Dr. Scnertr. That would be the maximum that would be needed 
if every parent wanted his child done. 

Mr. McDonovueu. Do you find in your studies that there are certain 
geographic areas in the United States that are more prevalent as far 
as polio is concerned than others ? 

Dr. ScHeete. It is that way every year. One of the things that 
complicates our life in this-situation is the fact that it moves around. 
One area may be fairly heavy in one particular year and the next year 
it isn’t, and then again it may have a heavy incidence in 2 years, and so 
it is a very moving sort of thing. There is no way to successfully select 
an area on the basis of last year’s experience. ) 

Mr. McDonoveu. Is there any iadicainea as to why it moves around 
or what caused it to move around ¢ 

Dr. Scuee.z. I suppose the simplest explanation of that is the fact 
that polio virus is probably, and other viruses are, pretty universal. 
It is possible that we carry some level of them, many of us, quite a 
bit of the time during the season when polio is up high. Maybe we 
get added virus of the more virulent type that we have. A certain neu- 
tralization of this is going on—a balance of this is going on—in the 
body at all times and; to put it another way, maybe we have repeated 
anmeenes by polio virus as we go down the street—as we meet other 
people. 
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We acquire the virus, but it is in such small quantities that it 
doesn’t cause polio and we gradually build up an immunity. We 
know as we go into adult life we develop immunity by the fact we 
have fewer cases after 45. 

Mr. McDonovuen. Does it develop a higher level or lower level? 

Dr. Scureie. As far as human occurrence is concerned, we don’t 
have any information on that. 

Mr. McDonovueu. There is legislation before this committee that 
if we write a bill we should control the professional services price— 
you said the office price. The office call of a doctor is considered the 
— of the inoculation to be injected; that varies also. There may 
”e many people who couldn’t pay that fee. Do you think we should 
specify that the office and the service rendered by the doctor in this 
instance should be limited ¢ 

Dr. Scueetz. No, sir. I hope we can trust our doctors to charge 
fair fees. I feel certain they will. I don’t think we have to regulate 
them in that regard. 

Mr. McDonovueu. Those who couldn’t even meet the minimum fee 
of a doctor’s office call, there should be adequate supply in that com- 
munity for free inoculation ¢ 

Dr. Scurete. Under the present scheme that would be the case, if 
the community decided it wanted its poor children taken care of. 
They would use whatever means at their disposal to obtain that vac- 
cine. It might be by a public program—a tax-supported program. 
There is one State where a service club group is proposing to conduct 
a fund-raising campaign to buy the vaccine for needy children. 

Mr. McDonoveu. Should that be channeled through the city, 
county, or State in those instances? Do you have any recommenda- 
tion as to through what channel? 

Dr. Scnrr.z. No recommendation. I think there are advantages 
when school is in session. There may be some advantages after school 
is out to work on a school and class basis. That is a matter of logistics 
and organization. This is a colossal logistics problem in terms of 
the numbers of doctors there are and the number of punctures to do 
these over a hundred million people. That is overlooked sometimes. 

In other instances, the program can be just as well or better carried 
out in the individual physician’s office. I don’t think we should neces- 
sarily force it one way or the other. We don’t have health departments 
in many counties in the United States. 

Mr. McDonoveu. In other words, we shouldn’t put it through one 
channel because that would congest the situation. Put it through all 
recognized or specified channels that are capable of doing it? 

Dr. Scueee. Yes, sir. There is machinery in every State. There 
are immunization programs that have been going on for decades, 
and there is machinery. They vary a bit from State to State, and they 
work well. I think those navenl machineries should be taken into 
consideration. The important thing is that normally we want to 
have as large a part of our population immunized as we can get. That 
is the thing we want to achieve. 

I might point out one instance, down in Texas. I had a telephone 
call from a Marshall physician who is an officer of their county 
medical society. He said that the medical society there had decided 
that they were going to do all of the immunizations free, no matter 
what the patient’s income was. He also indicated that they were 
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going to buy the vaccine for the children who couldn’t pay, and, of 
course, they hoped those who could pay would ultimately be able to 
acquire the vaccine in the usual way and they would give it. That 
kind of spirit we like. I think, as we begin to hit the pant where we 
have some vaccine to use in larger quantity, we will find our American 
ney oe and our doctors and tradesmen generally trying to do a good 
ob here. 

Mr. McDonovexu. Thank you, Mi. Chairman. 

The CHarman. Mr. Bell. 

Mr. Betu. Doctor, whether or not we have a Federal control pro- 
gram or a voluntary program, will the safety factor check, in your 
opinion, remain the same ¢ 

Dr. Scurete. Yes. There is no relationship in that. That is en- 
tirely a separate matter. 

Mr. Bett I want to ask you this question: Why does the Depart- 
ment say that no Federal appropriations are needed to assist the 
States in seeing that all children get the innoculation, regardless of 
their economic position ? 

Dr. Scueretx. Again, I can’t speak for the Department, but it is my 
impression that we have not as yet—no one as yet has made a statement 
to that effect. 

This may be helpful to the committee: Our Secretary is currently 
assembling material for a report to the President, to be made within 
a relatively few days, which will contain the whole background of this 
problem and her recommendations to the President. She will be 
making recommendations to the President on these very things. This 
is not an easy matter to arrive at a quick conclusion on, as you can, I 
think, see after the hearing this morning, because of the varied factors 
that are currently operating, because of the complicated vaccine itself 
and the difficulties in its production. We will be in a much clearer 
position in the next 2 or 3 or 4 days to really see what we are dealing 
with in terms of vaccine and supply, and therefore what the problems 
are in relationship to matters of purchase and matters of control, and 
things of that sort. So I think our position at the moment is one of 
fluid position, in which everything is under study. We don’t have any 
ene determination that there shouldn’t or should be any one of these 
things. 

I would also add that we do have set up and ready to operate, when 
the vaccine comes along, a machinery which will get equity as between 
the States in distribution. 

Mr. Bex. Doctor, didn’t Dr. Otis Anderson, who is Chief of the 
Bureau of State Services in the Public Health Services, make the 
statement on April 27 before the Department Conference of Public 
Groups that no Federal assistance was needed ? 

Dr. Scueexe. I wasn’t present when he was answering some ques- 
tions from the floor on that subject. I suspect that what he meant 
was that, as of that moment, there was no determination that Federal 
funds were needed, rather than the flat statement that he saw no need 
for public funds. 

r. Betu. As a matter of fact, aren’t there only five States today 
that have funds for this purpose—Connecticut, Florida, Idaho, Maine, 
and North Dakota? 

Dr. Scure.e. No, sir; I think it is more than that. 
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Mr. Bex. And four more States, Indiana, Washington, and Mary- 
land, that are using child-care money for this purpose ? 

Dr. Scureie. As of April 29, Alabama had $100,000 available for 
all types of vaccine, including polio; Arizona had $20,000 for polio 
vaccine. Connecticut had $100,000 appropriated by the legislature. 
That was intended for children in the susceptible age groups for whom 

urchase would cause a financial hardship. I won’t read some that 
ae funds requested in legislatures, but the legislatures hadn’t acted. 
The District of Columbia had $50,000 requested for 1955, but I under- 
stand that since that time they have been directed to find the funds 
within their existing program, to make certain adjustments to make 
that available. The Florida Legislature appropriated $550,000 for 
the biennium for indigent people under 18 and pregnant women. 
Illinois appropriated $1 million for children up to 18. Lowa, $10,000 
approved by the appropriations committee, of the $160,000 requested. 

I don’t know whether that was a final action or whether that is ini- 
tial approval and they will get more. The group for whom that is, is 
not stated. 

Louisiana has—I won’t read the pending one—Maine had $75,000 
appropriated for all children not covered by the National Foundation 
for Infantile Paralysis program. Maryland, State Board of Health 
requested and was voted funds, funds that they now have. In other 
words, they approved the health department’s using funds it had for 
indigent kindergarten and preschool children over 1 year of age. 

I might say these age groupings will come into line with some stand- 
ard pattern. The Governors requested funds from the legislature not 
stated for indigent schoolchildren $200,000 cleared by the ways and 
means committee, Massachusetts Legislature, for use of the needy. 

New Hampshire, $50,000 made available for the biennium for med- 
ically indigent children under 18 and pregnant women. 

New York State, $1 million available to be used for third and fourth 
grades. We don’t have city data here. New York City, I think, is 
making funds available for all children, 1 through 19. North Dakota 
has made $10,000 available, group not stated. Oklahoma has already 
received an appropriation between three and four hundred thousand 
dollars. Vermont, $200,000 received for children in susceptible age 
groups. 

Those are States that we had information on as of that date that ac- 
tually had some funds in hand, and there are an equal number we had 
information on who had bills up to $2 million pending in the legisla- 
ture for purchase of vaccine. 

Mr. Betz. Thank you. 

Mr. Davipson. May I ask a question ? 

The CHarrman. Mr. Davidson. 

Mr. Davinson. Do you know, Dr. Scheele, about how much vaccine 
properly tested and accredited is now on hand in the United States; 

ow many cubic centimeters ? 

Dr. Scurete. We have approved 1014 million cubic centimeters. 

Mr. Davipson. Ten and a half million ? 

Dr. Scorer. Yes, sir; I can’t tell you at the moment how much of 
that—but at this time a lot of that has been used. We are setting up a 
system to get fairly accurate information on how much has been used— 
how many injections have been given, so we will be able to draw a bal- 
ance. But the bulk of that has been given. 








SALK VACCINE 37 


Mr. Davinson. To the National Foundation ? 

Dr. Sconete. Yes. 

Mr. Davinson. The National Foundation has priority and has put 
in for 9 million cubic centimeters ? 

Dr. Scureire. They will take delivery on 18 million. 

Mr. Davipson. We haven’t quite reached their quota as yet? 

Dr. Scuerete. That is correct, sir. 

Mr. Davipson. I don’t know whether these figures are accurate but 
they were supplied to me by the Library of Congress: By June 1, it is 
expected that there will be available sufficient Salk vaccine to immu- 
nize about 16 million children; is that in line with your knowledge of 
the thing? 

Dr. Scurgre. If things had gone along as one hoped back about a 
week ago, or more, there might have been enough for almost that many. 
Possibly for eleven or twelve million. 

Mr. Davinson. Assuming there is hope for 11 or 12 million, there 
are in the United States just a little under 23 million children in the 
critical age between 1 and 9 years of age; and those under 20, since 
we have that as I think the fourth group of the most susceptible people 
that you have described, number about 51 million. Have you any idea 
how long it would take with the present setup of the six licensed manu- 
facturers, if everything goes well, before we would be able to give 
immunization shots to that group of people ? 

Dr. ScHreeix. Well, again, core Tea depends on whether or not 
we decide to require additional testing before lots of vaccine are 
released, but if we go on as we have proceeded up to the release of the 
101% million cubic centimeters, we will have suffered a 1-to-10-day 
delay in the sense of no new vaccine being approved, and some wor 
accumulated, but we should be able, or it should be possible to have 
enough for all the 1-to-9 group, as we said earlier, by August. I 
suppose if we dropped that back to mid-August, we would be safe, 
and for the group 1 to 19, we have said previously that it should be 
available by industry’s estimates, and assuming they make acceptable 
material, by November 1 or December 1. 

These estimates become conservative. Because as the manufacturers 
continue to produce, it is likely that they will increase their yield, and 
these conservative figures will be out of line and we will get it a 
little faster, but this isn’t an easy area to make absolute predictions in. 
We can’t make very exact predictions. 

Mr. Davipson. In anol language, if a parent has a child or chil- 
dren 10 to 11 or 12 years old, that parent and that child can’t expect 
anything until after this summer or the critical polio time is over; 
isn’t that true? 

Dr. ScHEELE. Well, it is true for some of them. It isn’t necessarily 
true of all of them. 

Mr. Davipson. It might not be true for those who might be able to 
get it through some special connection. 

Dr. ScHeete. I didn’t mean that. I meant for as broad a group as 
you mentioned, it would be true for the entire group. We might find 
ourselves in the position, in July, August, or Bepthenber. say, 1 to 9. 
In other words, we may be then getting up to 1 more age group, or 
1 or 2 more age levels. 

Mr. Davinson. My only question is this: Don’t you find inherent 
in that situation, which is quite probable, that there is apt to be some 
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hysteria and there is apt to be some need, at least, as Mr. Wolcott 
said, for some standby controls, with millions of people having chil- 
dren in the 11- , 12-, 18-, 14-year-old group, wanting this vaccine and 
feeling that it is necessary ? Don’t you feel that there is inherent 
in that the danger of a disproportionate or dislocation in the orderly 
distribution of this vaccine and possibly some attempts by greedy 
profiteers to go out and make some money ¢ 

Dr. Scuesrte. I think the most critical time was the first few days 
after April 12, and when there was some commercial vaccine avail- 
able. I think if there were going to be a great pressure drive in that 
direction, we would have seen it on a very large scale then, and we 
didn’t. Now, I think we have an increasing amount of public under- 
standing. The press has been doing an excellent job reporting the 
situation and the changing situation. The impact of the short supply 
was felt because the average citizen assumed that the vaccine would 
just be available on April 12 or 13, if the report were good. But now 
I doubt if there is anyone in the w hole United States who doesn’t know 
the supply is critical and is going to stay critical for quite some time. 
I doubt there are very many people in the United States who don’t 
know or who haven’t read in the newspapers or magazines that we 
have to come to a scheme whereby parents who have children in 
age groups other than the designated group in the community in which 
they are must be patient. Their children can have it ultimately, but 
it is important for that age group to get it first, because that is in the 
best public health interest. 

I think the public health education program that is going on is a 
very good one and I think that as the days go by we come closer and 
closer to the point that everyone will be on this team in a way that 
will permit a voluntary system to be highty effective. Maybe I am 
wrong. I don’t know what experience will tell. 

Mr. Davipson. Doctor, I just want to say that I share with Mr. 
Rains my very, very high regard for you, but I am very dubious as 
to whether or not the parents ; of this country are going to be as com- 
placent and as patient as Mrs. Hobby has been up until now about 
this thing, and whether they are going to be satisfied with just sitting 
back and waiting and waiting and waiting and let this summer go by 
and see what happens later on. I am not so sure, with this great back- 
log of children who are waiting for this innoculation. It is apparent 
from what has been said that it is efficacious and we have known that 
since Dr. Francis made his statement to that effect, and I think with 
Mr. Wolcott, if we must have some standby controls. I come from 
New York and I can remember the riot we almost had when mothers 
~ ‘keted and stormed the city hall in connection with gamma globulin. 

t wasinthenewspapers. Mothers were refusing to send their children 
to school unless they got this drug which they thought would help 
their children. You can expect people to be complacent and they want 
to be, but they are thinking of their children, and I think human na- 
ture is something that does not change through the ages. 

The Cuarrman. Are there any further questions? 

Mr. Davinson. I have a statement for the record. 

(The statement is as follows:) 
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STATEMENT OF Hon. InRwin D. Davipson, A REPRESENTATIVE IN CONGRESS FROM 
THE STATE OF NEw YorK 


Mr. Chairman, members of the committee, I am exceedingly grateful for this 
opportunity to appear here today. This hearing is most timely, for I cannot 
understand the reluctance on the part of the Department of Health, Education, 
and Welfare and especially on the part of Secretary Oveta Culp Hobby to have 
the United States assist in the equitable distribution of the tremendously vital 
Salk vaccine. The United States has shown its concern and the necessity for 
control in the fields of nonferrous ores and metals. Are lead, copper, and alu- 
minum more important than a child lifesaving serum? During the war we con- 
trolled penicillin. We presently control serum for venereal disease. We are 
now fighting a war on polio. Why is there any hesitancy in establishing control 
over this antipolio vaccine? Since Dr. Francis reported the efficacy of the Salk 
vaccine, Secretary Hobby has permitted the Department of Health, Education, 
and Welfare to do nothing despite her authority under title 42, sections 262, 263, 
and 264 of the United States Code (Public Health Act), which permits licensing 
of serums to manufacturers. The Public Health Service in fact may itself manu- 
facture and prepare the vaccine and also has the right to appropriate money 
to send a vaccine across State lines. 

I would also like to know why only six manufacturers were licensed to make 
this vaccine. 

The bill, H. R. 5983, which I have introduced, provides for standby priority and 
allocation powers. Under these provisions the President would have power to 
completely insure not only the equitable and full distribution of the vaccine, 
but to guarantee a full series of inoculations to all children promptly even if the 
child’s parents cannot afford the costs involved. In addition, under the provisions 
of my bill, the President would have power to establish ceiling prices for the 
Salk vaccine and is given certain specific authorization to require reports con- 
cerning distribution, sale, and administration of the vaccine. 

Utilization of any of these provisions is left to the President and he may apply 
them all or he may apply none, or any, individually as he sees fit. The effect of 
passage of standby controls is obvious. All further delay in taking emergency 
action would be eliminated. 

Several bills, all similar, all having the same goal, are now before the com- 
mittee. I believe it our duty to approve one of these bills. Which one, or which 
refinement of them is of small moment; the need is for some legislation now. 
The children of our country and their long-suffering parents have waited a very 
long time for Dr. Salk’s discovery. They have waited too long to now allow 
that precious vaccine to be siphoned off by greedy profiteers in sorrow or to have 
distribution delayed by halting, uncoordinated voluntary efforts. 

I am confident the committee will act wisely. 


Mr. Wipn4tt. I want to make a statement at this point, because my 
remarks about hysteria might have been misinterpreted. I am as 
interested as any parent in trying to find the proper solution to this. 
I have a child who had polio and fortunately A had a good recovery. 

Isn’t it true, that no matter how much money you appropriate to 
develop this vaccine, and for the manufacture of the vaccine, you still 
pa limited as to the amount that could be produced by July or 
October ? 

Dr. Scuee.e. Yes, sir. There is no way to speed up production. 

Mr. Wipnatu. Do you have any other manufacturers that are apply- 
ing for licensing at this time? 

r. ScHEELE. No, sir; we don’t. We don’t anticipate any. 


Mr. Wipnatt. So even if you wanted other sources of supply, they 
ure not available ? 


Dr. Scueete. That is right. 

Mr. Wipnatu. You are trying to get the maximum production out 
of the six plants that are manufacturing now? 

Dr. Scueete. I think those firms are all going to produce as much 
as their technical ability will enable them to produce; yes, sir. 
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Mr. Wipnatt. I think you just made the statement that there are 
approximately 44 cases now that are suspected of inoculation with 
faulty vaccine? : 

Dr. Scuxretz. No, sir. There are 44 cases of polio—41 paralytic 
and 3 nonparalytic, that have been diagnosed in children who have 
had vaccine. There is no necessary relationship between vaccines and 
the occurrence of polio. These children may well have been coming 
down with polio, and we had just the coincidence that, while they were 
in the incubation period, before they showed the disease openly by 
running noses, fever, or some muscle weakness, they had an injection. 
In other words, they seemed to be healthy when it was given but. 
actually they were coming down with polio. 

Mr. Wipnatt. It wouldn’t necessarily be attributable to the vac- 
cine? 

Dr. Scuretz. Not necessarily. We have no proof that any of these 
cases were due to the vaccine. It will take study and some time to 
work through before we can make any sort of scientific comment on 
that. But we, meanwhile, are playing safe, and we have withdrawn 
the Cutter vaccine, which is possibly implicated in a number of these 
cases. A number of these children are in areas where polio is now 
coming up. We have so far this year had 1,452 cases of polio reported, 
and we have had in that group 627 paralytic cases. Since April 1 there 
have been 388 total cases reported. 

We count April 1 as sort of the start of the polio season, and in that 
time period there have been 164 paralytic cases, and if you broke that 
down by weeks—I don’t have that here—you would find there are 
fewer than—it has been approximately 5 years—the first week had 
far fewer than the fifth so this week just passed. This level of 44 
cases in what is probably something between 4 and 6 million children 
who have been vaccinated, is not very high. We can expect to have 
polio developed in children who have had the vaccination, and we can 
expect to have the coincidence of vaccinating some children who are 
about to come down with polio, and would have anyway, so that this 
makes, of course, the situation rather complicated. I am afraid at 
the present time most people are thinking that the only way that you 
get polio is if you have a vaccination. That isn’t the case. They have 
kind of forgotten that the vaccine will not be a hundred percent ef- 
fective, and therefore some may get polio anyway later. They have 
forgotten probably that right alongside in some of these areas there 
have been children who weren’t vaccinated who got it too, along with 
the vaccinated ones; so there are millions and millions who have now 
had their first injection who have not gotten polio and who won't. 

Mr. Wipnatt. At the original discussion of priority and allocation, 
expectant mothers were in one category to have special treatment. In 
the discussion today nothing was said about that. Does that mean 
they are out of consideration at the present time ? 

Dr. Scuerte. I would like Dr. Keefer to answer that. 

Dr. Kerrer. They are not out of consideration at the present time. 
It is a question of thetiming. Originally, when the National Founda- 
tion for Infantile Paralysis contemplated a program of vaccination 
for this year, they started off the first grade students and pregnant 
women. They learned that pregnancy, of course, is not static, and it 
would be very difficult to immunize all of those women so that they 
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excluded them from their program and included second grade 
children. 

Their program was based on first and second grade children and 
as Dr. Schee e stated, third grade children who had taken part in the 
field trials last year. 

Mr. Wiwnat. Thank you, Dr. Keefer. 

There is one other question. I noticed in a few of the bills that have 
been introduced that in the declaration it says: “The development is 
financed by the voluntary contributions of people of the United 
States.” I know that that means largely credit for the National 
Foundation for Infantile Paralysis that has done wonderful work in 
providing funds for research, but isn’t it true that other organiza- 
tions have spent millions of dollars on research themselves or on prep- 
aration of vaccine. 

Dr. Scueetz. I don’t know how much they spent. I would feel safe 
in saying that they undoubtedly have spent a great deal of money in 
developing their processes. 

Mr. Wipnatt. And they themselves have made a big contribution? 

Dr. Scueete. I know we spent approximately $100,000 in the Pub- 
lic Health Service just working on standards. I believe the industry 
did spend quite a bit in developing this process themselves. The 
early work was small-scale production. Then they had to go into 
pilot-plant stages, and then they had to go into large-scale produc- 
tion, and attendant in that are all of the overhead costs that come. 

Mr. Wipnaut. They also were seeking a vaccine and trying to de- 
velop one of their own through their own research facilities, weren’t 
they ? 

Dr. Scnee.z. That varies. It has ben reported that there may be 
at least one pharmaceutical manufacturer who is working on the vac- 
cine. We don’t have information on that. It is a slightly different 
type vaccine. 

Mr. Wipnatt. Thank you. 

Mr. Vanik. Is there any parallel—— 

The CuarrMan. Mr. Betts. 

Mr. Berrs. I just have a couple of questions to ask. I notice in 
looking over these bills rather hurridly that they are all directed 
simply to allocation and distribution. That would mean, wouldn’t 
it, Doctor, that if they were all passed, that wouldn’t in any way speed 
up production of the vaccine at all, would it? It wouldn’t solve that 
problem at all ? 

Dr. Scueete. No, sir. 

Mr. Berts. If the President were given standby controls, that 


wouldn’t in any way provide for speeding up production, either, 
would it ? 


Dr. Scueete. No, sir. 

Mr. Berrs. Now, to clear my mind, these six manufacturers, after 
they have produced the vaccine, that goes where—to the National 
Polio Foundation ? 

Dr. Scureie. No, sir. Well, were you thinking of testing or were 
you thinking of who is the end—who owns it, or who takes possesion 
of it from them ? 

Mr. Berrts. That is right. 

Dr. Scurrete. The Polio Foundation has a contract to purchase 
their production up to a certain level through June 30. The current 
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plans of the Polio Foundation are to purchase 18 million cubic cen- 
timeters. So what happens is they pay the manufacturer for that. 
They direct the manufacturer to ship that to State health officers or 
local health officers for use in the national program in the first and 
second grades, and in a few of the third-grade children. 

Mr. Berrs. I don’t believe there has been attention directed to that 
this morning. A lot of it has gone to the problem of manufacturing 
the vaccine and effectiveness. I would like to follow through where 
it goes. After it leaves the manufacturer, some of it goes to the 
National Polio Foundation. 

Dr. Scuesztz. That is right. 

Currently the entire supply. 

Mr. Brits. That in turn is distributed to the State? 

Dr. Scuee.z. That is right, States and communities. 

Mr. Berts. They are distributing as they see fit according to the 
necessity of the different communities in the States; is that right? 

Dr. Scure.e. If I may rephrase that, there was an agreement ear- 
lier that the material they were buying to keep the plants in produc- 
tion during the winter and the early spring, waiting for the report, 
would be used in age groups that were highly susceptible, and age 
groups that were very readily reachable in the sense of a mass pro- 
gram. That means schoolchildren. 

Mr. Berts. Yes. 

Dr. Scueete. So by that process of reasoning, they arrived at the 
first and second grades as the group to give the vaccine to free. 

Mr. Berts. So that the direct problem so fas as allocation and dis- 
tribution is concerned at the present is vested in the National Polio 
Foundation ? 

Dr. Scuee.e. As of this moment. They are the ones who have con- 
trol of the situation. 

Mr. Betts. How old a foundation is that—15 or 20 years old, is it? 

Dr. Scueetx. Approximately that. I am not sure—15 or 20 years— 
1939, I believe, was the year it started. 

Mr. Berrs. They have made a complete study of the problem of 
polio in all these years? 

Dr. Scuezxe. Yes. 

Mr. Berrs. They have received contributions to make them, and 
they have been in charge of distributing contributions over these 

ears? 

. Dr. Scuerete. That is right. 

Mr. Berts. There has been no complaint made of that, has there? 

Dr. ScHee.z. Not to my knowledge. 

Mr. Berrs. It seems they should be fairly well experienced in the 
matter, and expert enough to know just about what the problems are 
in the allocation and distribution of the vaccine itself. 

Dr. Scure.e. That is right. Of course, their program is a limited 
program in that their present plans do not contemplate purchase of 
additional vaccine for any other age groups. 

In other words, they are using material they had contracted for to 
keep the plants going, and when that is used up, under their present 
plans, they are out of the picture, except for continued support of 
research and care of patients. 

Mr. Berrs. Where did you say the committee fitted into this? 
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Dr. Scurevz. They are an advisory committee on State by State 
distribution of vaccine over and above that being used in the Polio 
Foundation’s programs. 

Mr. Berts. Who do they advise? 

Dr. Scueete. They set forth a blueprint which will guide the indus- 
try in its distribution of its vaccine to the States, so that there will be 
equity as between the States. There will not be an opportunity for 
one State which might have a large sum of tax money to put on a big 
program, to get more than its fair share in relation to a State that 
doesn’t have such a program. In operating, it was recommended by 
the committee—another committee, which recommended that such a 
committee be created—that they select some age grouping that would 
provide a fair distribution, and so what they will do presumably is 
take that population level, see how many children are in that age 
group in each State. That gives you automatically a ratio between 
the States and the manufacturers have agreed a hundred percent to 
ship on that group basis. 

Mr. Berrs. I just wanted to review the mechanics of the distribution 
to date. I want to share with Mr. Widnall what he had to say about 
your testimony this morning, Doctor. 

I think probably there has been a great deal of excitement about this 
new vaccine. You have done an excellent job in bringing a down-to- 
earth explanation of it. 

I did want to add to what you had to say about the cooperation on 
the local level. In the district I represent, the Marion Medical 
Academy has passed a resolution providing for the inoculation of 
children by the members of the medical profession without charge 
over and above actual cost. 

The Cuarrman. Mr. Hiestand ? 

Mr. Hiestanp. Doctor, I would like to add my sentiments regarding 
you and your testimony in the very highest terms. It has been very, 
very effective. Most of the questions I had lined up you have answered 
effectively, those questions particularly which Mr. Widnall put. 

However, there are just a couple of others I may have missed. 
Approximately how many inoculations that you know of have been 
given? I realize that is a changing figure by days but what is the 
temporary estimate ? 

Dr. ScHeexx. It is over 4 million, and it may. approach 6 million. 

Mr. Hiestanp. As you understand it those are all initial inocula- 
tions ? 

Dr. Scuee.e. Those are the first injections, yes. 

Mr. Hiestanp. What is the time that can elapse between first and 
second to practically guarantee immunity ? 

Dr. Scueete. Well, I don’t know that we have all the answers. 

Mr. Hiestanp. Would you say 3 weeks? 

Dr. Scurete. Three or four weeks. Actually, if one gets it in 5 
weeks there is little, if any, difference in the immunity level. What 
happens here is you get some increase in antibody response after the 
first injection. Then after the body has had a chance to respond for 
a while—you can see how this chart goes up. This is the first injec- 
tion. It goes up. You get the second and it gives it an additional 
boost and it tends to taper off. Then if they allow the 7 or 8 or 9 
months to go by, it is not critical. It should be at least 7 months to 
get the best effect. It will give it another kick up in the air, and you 
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are that much more immune. So in general, the programs around 
the country are using a 3- or 4-week time period between the first and 
second injection. 

If that is five, it is all right. If it is six it is all right. 

Mr. Hresranp. It is your opinion that the first injection doesn’t 
give a substantial immunity ? 

Dr. Scureie. Yes. It does. 

Mr. Hrestanp. And if not succeeded within say 4 or even 5 weeks 
it will still carry that substantial immunity ? 

Dr. Scueete. Yes. I must modify the word “substantial” a bit. In 
proportion the second injection gives much more immunity than the 
lirst but the first gives immunity and that is worth having. 

Mr. Hiesranp. Do you think it wise to increase the immunity of 
those who have been given this first one within 4 weeks rather than to 
spread that scarce vaccine to others who haven’t yet had the first? 

Dr. Scuerie. Our best information leads us to believe that it would 
be better to have these children have the second inoculation, what- 
ever time interval we can have, depending on supply, than to spread 
the supply thinner by giving more children just one injection. 

We think there will be more polio spilling through if we did shift 
to just a 1 cubic centimeter schedule and that was all. We can’t say 
that with scientific certainty. Many things here have been tried in 
exactly that way but all the data at hand suggests that it would be 
desirable to have the two. 

Mr. Hiesranp. You would say it is better to make almost completely 
immune a larger number of people than to spread the issue all the way 
across the country when the vaccine is still short ? 

Dr. Scuretz. Yes. That is the best medical advice that we have 
been able to find and have been able to give ourselves. 

Mr. Hresranp. Thank you very much. I appreciate your testi- 
mony. 

The CuarrMaANn. Dr. Scheele, we want to thank you and Dr. Keefer 
for appearing here today and testifying. You have made a fine, fair, 
comprehensive statement. I know you have given us all the informa- 
tion you have on the subject. We thank you. 

Dr. Kerrer. Thank you. 

Dr. Scurete. Thank you, Mr. Chairman, and members of the com- 
mittee. 

(Thereupon, at 12:55 p. m., the committee adjourned subject to 
the call of the Chair.) 





























SALK VACCINE 


FRIDAY, MAY 13, 1955 


House or REPRESENTATIVES, 
CoMMITTEE ON BANKING AND CURRENCY, 
Washington, D. U. 

The committee met at 11 a. m., the Honorable Brent Spence, chair- 
man, presiding. 

Present: Chairman Spence (presiding), and Messrs. Brown, Pat- 
man, Rains, Multer, O’Hara, Mrs. Buchanan, Mrs. Sullivan, Mrs. 
- Griffiths, Ashley, Vanik, Bell, Wolcott, Kilburn, Widnall, Hiesdand, 
Nicholson, and Bass. 

The CuatrMAN. The committee will be in order. 

We will proceed. 

Dr. Scheele, you may proceed. 


STATEMENT OF DR. LEONARD A. SCHEELE, SURGEON GENERAL, 
UNITED STATES PUBLIC HEALTH SERVICE, DEPARTMENT OF 
HEALTH, EDUCATION, AND WELFARE 


Dr. Scueete. Last Friday I presented the current picture of the 
polio vaccine situation as of that date. Today I would like to bring 
you abreast of developments over the past week and to outline the 
technical procedures in which we are involved. 


CURRENT PICTURE 


As of this morning, 67 cases of polio have been reported among 
vaccinated children. Of these 55 received Cutter vaccine. The re- 
mainder received vaccine from two other producers, 10 from the Eli 
Lilly Laboratories and 2 from Wyeth. ‘To date, five deaths have 
occurred. The majority of these cases, 24 in number, have occurred in 
California. There have been 14 in Idaho, and the remainder has 
been thinly scattered in 16 States and 1 Territory. Approximately 
294,000 children received Cutter vaccine. These 67 cases have occurred 
among over 5 million children vaccinated this spring. It should be 
noted that five of the cases are nonparalytic. They were clinical diag- 
noses of polio. 

The total number of cases of poliomyelitis reported to the Public 
Health Service as of May 7, 1955, was 1,601: 703 were paralytic and 
898 were nonparalytic. Since April 1—the time from which we usually 
begin counting for what we call the polio season—537 cases have been 
reported, of which 240 have been paralytic. 

Our statisticians and epidemiologists have estimated the number 
of cases that might be expected to occur purely by chance among the 
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children who have been vaccinated. With the exception of the chil- 
dren who have received Cutter vaccine, the number of cases expected 
by chance alone has exceeded the number of cases reported to the 
Public Health Service. Although only one case per week could be 
expected by change among the children who received Cutter vaccine, 
the actual cases reported were five for the week ending April 23 and 30 
for the week ending April 30. This is the aggregate experience. How- 
ever, concentration, as I said, was only in California and Idaho. The 
other cases were scattered over a wide area and they were very few 
in any one State. tasty 

I would like to point out one additional thing, if I may: The total 
number of children who have been vaccinated and who later developed 
polio will be a matter of public information from here on. Our team 
of epidemiologists from the Communicable Disease Center in Atlanta 
are working in every State and will be aiding the State officials in the 
investigation of every case of polio that occurs this year. Both those 
that occur in vaccinated children and in unvaccinated children. 

I would point out further that while we will be releasing data on 
the number of cases, total number of cases, vaccinated, these figures are 
not as absolute as they seem, and as they sound. There have been 
many cases in the group we reported a week ago, or 2 weeks ago, that 
have since been eliminated from the series because they weren't polio. 
We are trying to limit those cases to those we try to verify. But even 
those we initially verify sometimes after testing drop out of the series. 
Too, we must keep in mind that in the series we report are five cases 
which are nonparalytic. That means those children may only have 
had a little headache, a little fever, they may have had a runny nose, 
a little sore throat. Beyond that possibly there were some spinal 
fluid findings suggestive of polio. But beyond that one is not sure. 
It is a clinical diagnosis. So we must be cautious and not place too 
much significance into the total number that we indicate in our vac- 
cinated children. 

As I reported to you last Friday, a meeting of leading experts in 
the fields of virus diseases and immunology was in session with our 
scientific staff. Their deliberations continued until late Thursday 
night and throughout Friday. The group was joined on Thursday 
by representatives of the technical staffs of the six licensed manufac- 
turing firms. 

This advisory group consisted of Dr. John Enders, of Harvard, 
recent Nobel prizewinner; Dr. Thomas Francis, whose recent report 
confirmed the efficacy of the Salk vaccine; Dr. Joseph Smadel, Army 
research specialist in virology and epidemiology; Dr. David Bodian, 
outstanding neuropathologist from Johns Hopkins, Dr. Jonas Salk, 
developer of the vaccine; and Dr. Howard Shaughnessy, Chief of the 
Laboratories of the Illinois State Health Department. 

Late Friday night, after a preliminary review of recommendations 
and in consultation with the scientific staff of the Public Health Serv- 
ice, I recommended a temporary postponement of the mass vaccination 
programs scheduled for the weekend. Exhaustive review of the recom- 
mendations continued through Saturday, Saturday night, and Sun- 
day. Late Sunday afternoon, we were convinced that, on the basis of 
the exchange of scientific information brought to light during the 
Thursday and Friday meeting, the wise course was to continue the 
postponement. This was in the nature of a precautionary measure and 
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did not mean that we had evidence that the vaccine of the four pro- 
ducers whose material was in use was in any way defective. 

The information which we received over the weekend, and which 
was not available to us previously, resulted from a combination of the 
pooled judgment of top experts in the field and the pooled experiences 
of the manufacturing laboratories in embarking for the first time on 
mass scale production of poliomyelitis vaccine. One must realize that 
we moved rapidly from test tube to pilot-plant operation in 1954 to 
large-scale production in 1955. 

I want to emphasize as strongly as possible that the deliberations 
which led to the recommendation to postpone temporarily the vaccina- 
tion program in no way concerned the efficacy of the Salk vaccine it- 
self. We were and we are convinced that the vaccine is an invaluable 
contribution to the nation, the world, and to public health. Our atten- 
tion is directed only at the problems of manufacture which have arisen 
in the transition from a pilot-plant basis of operation to mass pro- 
duction. 

In arriving at our professional judgment to recommend temporary 
postponement of the vaccination program, we were fully aware of the 
desirability of vaccinating as many children as possible before the 
onset of the polio season. We must always keep in mind the fact that 
polio afflicts many people. Last year there were over 36,000 cases and 
mm 1952 there were over 52,000. As many as 40 to 45 percent of these 
were paralytic and there were many deaths. We are also desirous of 
building the maximum practicable safeguards into the manufacturing 
and testing processes. 

You will agree, I am sure, that safety must be our first concern. 
The Public Health Service has taken the following position : 

1. A detailed reappraisal should be undertaken on each lot of vac- 
cine already prepared or in the final stages of production. 

2. All vaccinations should continue to be postponed until reap- 
praised vaccine is available. 

3. As the reappraisal proceeds, vaccine will be cleared for use on a 
lot-by-lot basis. 

Te reviews are proceeding on a manufacturer by manufacturer basis 
in the order of entrance into production. This review got under way 
in the Parke-Davis Laboratories, Detroit, Wednesday morning. The 
reviews are being made by Dr. William Workman, Chief, Biologics 
Control Laboratory, aad members of his staff, assisted by some of the 
technical consultants who advise us regularly and who have been con- 
ferring with us on the polio vaccine. The same advisers have aided 
the NFIP in its program. 

Essentially, this review consists of the following steps: 

(a) Teams are reviewing again every step of the vaccine production 
process at each plant, from isolation quarters and procedures used 
with monkeys required in vaccine preparation and testing, to the pack- 
uging, labeling, and storage of ampules ready for shipment to users. 
The objective is reassurance that these procedures insure the utmost in 
standardization of product with minimum opportunity for accidents 
or undetectable variation which might affect purity, potency, or safety. 

(6) They are examining the records of tests performed by the manu- 
facturer for purity, safety, and potency at various stages in the manu- 
facture of vaccines already cleared by NIH. Supervisors and other 
technical or professional personnel of the manufacturer responsible 
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for conducting the tests and recording results are being interviewed. 
These original records are being compared with those submitted to 
NIH on which the original approvals were made. If any differences 
are found they will be investigated. 

(c) Findings from the above two steps with respect to lots of vac- 
cine already released by NIH will be reported at the earliest possible 
time to the Surgeon General through the National Institutes of Health 
so that those which measure up to this reappraisal may be released as 
quickly as possible for a resumption of the nationwide vaccination 
program already begun or planned for the immediate future by 
NFIP and State-local health authorities. 

(dq) Pertinent data obtained by NIH from recent conferences with 
expert consultants and technical representatives from all licensed 
manufacturers as well as by inspection of the particular plant con- 
cerned are being discussed with responsible technical personnel of the 
plant. ‘These cover improvement in production, and testing methods 
and some revisions in records for all lots now in early stages of pro- 
duction or to be started in future. 


ACTIVITIES AT PARKE-DAVIS 


At Parke-Davis, all the above actions have been completed. It is 
likely that word is now at my office regarding findings of the group 
which visited Detroit and that we will be able to announce the release 
of Parke-Davis materials as soon as, or shortly, after I return. 

All the above steps have been taken by the NIH team which arrived 
at the Cutter Laboratories in Berkeley April 29, and which has just 
returned to Bethesda. They have given special attention to produc- 
tion and testing procedures, seeking information of any kind which 
might shed light on the situation. Thus far, there are no conclusions 
which can be drawn from the Cutter inspection. The study of data 
obtained in Berkeley continues. Samples of the finished, cleared vac- 
cine, as well as samples taken at key stages in the production process 
of all lots of vaccine hitherto released are undergoing exhaustive test- 
ing in tissue culture and animals at NIH in Bethesda. Study of cases 
of polio in children who received this vaccine is also under way. 

The first phase of the investigation of the Cutter Laboratories at 
Berkeley has been completed. The team members have arrived at 
Bethesda with a large volume of data. This will be subjected to de- 
tailed scrutiny, and compared with results of preliminary NIH labo- 
ratory tests and the data derived in later test results. 

We are not able to predict the time of conclusion of these studies. 
We are doing them carefully and without undue haste. If results of 
original tests in either or both are not clearcut, it will be necessary 
to repeat them in total or in part. 

In addition to simultaneous duplication of all tests run at NIH, some 
17 outstanding laboratories elsewhere have been invited to participate 
in testing the Cutter vaccine. Several of these outside laboratories 
have already indicated their willingness to take part. This testing will 
be done on blind samples, some of which will be Cutter, some experi- 
mental lots, and some of other manufacturers. By blind samples, I 
mean that the laboratory will receive these as unknowns and will report 
results to the NIH where the key is held. 

I wish to point out again, as I did to you last week, that the vaccine 
cannot be expected to prevent all paralytic polio. The Francis report 
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on April 12 demonstrated that last year’s field trials were 60 to 90 
percent effective against paralytic polio and that the vaccine was less 
effective against type I, the most prevalent type, than against types 
II and III. It is hoped that modification made in more recent lots 
of vaccine will have stepped up the vaccine’s effectiveness against 
paralytic polio. , 

I would like to review for you briefly the development of the vac- 
cine, with particular reference to the safety factors, the field trial, and 
the beginnings of mass production. 

During the development of any product from the laboratory to 
quantity production, extensive and elaborate checks are applied to 
insure maximum safety and effectiveness. An effective vaccine by 
the Salk method requires that the vaccine be treated to such an extent 
that it cannot produce disease but that the inactivation process be 
stopped as soon as possible thereafter. If the process is continued 
beyond this point, the vaccine progressively loses potency until it is 
completely ineffective. 

There is a very delicate balance between these two things. 

In his laboratory, Dr. Salk was successful in producing inactivation 
without destroying potency. He demonstrated this by tests, first on 
animals, and then on several thousand children, without any evidence 
of disease. The field trials of 1954 required small scale mass produc- 
tion, on what might be considered a pilot-plant basis, of vaccine in 
much larger than earlier experimental batches. This introduced com- 

lications in the testing process to assure inactivation to a safe level. 

ecause of the problems involved in such quantity production, all the 
vaccine for the 1954 field trials was tested for safety by each of three 
independent laboratories—Dr. Salk’s laboratory in Pittsburgh, the 
laboratory of the manufacturer, and the Laboratory of Biologics Con- 
trol of the Public Health Service. This was essentially an experi- 
mental program in the course of developing a safe, standard product. 

The field trials of last year made two things reasonably clear to all 
experienced observers. These were: That the vaccine is effective and 
that a satisfactory and safe vaccine can be produced. Cutter had pro- 
duced three production lots in 1954, which, while not used in the field 
trial, passed the triple-safety test. This made it possible, in the best 
judgment of the Scientiffe Staff at NIH in the Microbiologics Insti- 
tute on whom I depend to carry out the vaccine lot-approval program, 
to eliminate the triple testing of each batch and thus to avoid any 
delays in making the vaccine available to protect children against 
poliomyelitis. It was—and it remains—the intention to make the 
maximum amount of safe and effective vaccine available at the earliest 
possible dates. 

But there are further steps which became necessary with the large- 
scale production of vaccine. In 1954 there was a pilot-testing pro- 
gram involving enough vaccine for almost 500,000 children. This 
year, however, we are faced with the problem of production of a vac- 
cine for mass and widespread use, a vaccine that will be used for 
millions of children. Some production problems involved could not 
be foreseen before the mass program began. 

It was to these problems that the advisory group, which also in- 
cluded technical representatives of the pharmaceutical firms them- 
selves, directed their attention last week. In considering the unex- 
plained incidence of polio among children vaccinated with material 
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from the Cutter laboratories, the group also took into account the 
experience of other manufacturers. 

In order to insure every possible safeguard in large-scale producticn, 
we decided to do an on-the-spot visit of each plant which is producing 
Salk vaccine and to do a reappraisal of the manufacturing process with 
the staff at the plants. This type activity is a nominal part of the 
development process of any product be it an automobile, airplane, a 
food or a vaccine. 

Our goal is to insure that the vaccine becomes available for the 
children in the most susceptible age groups as soon as possible. Our 
first concern, however, as we have already indicated, is with safety. 
Hence, we have undertaken a study of the manufacturing process. 
There will be an unavoidable delay, which we hope will be small, in 
the release of vaccine. It is hoped that the delay will not cause a 
serious setback to the vaccination program. There is still every rea- 
son to believe that enough vaccine will be available to vaccinate the 
children in the most susceptible age groups before the height of the 
polio season. Community facilities such as clinics could be utilized 
to complete the school program should the schools be closed for the 
summer vacation period before the entire series of inocculations can 
be given. 

Dr. Salk has indicated recently that a 5-week or longer delay before 
the giving of the second injection will not interfere with development 
of a satisfactory immunity level. 

In conclusion, we must make a calm, objective scientific and medical 
evaluation of what is going on in this country today with respect to 
poliomyelitis. No national health emergency confronts this country. 

It has become necessary to remind ourselves of many reassuring 
facts because, during recent weeks, there has been a tremendous 
amount of excitement and publicity generated by the broad program 
seeking to protect large numbers of our children and later, adults, 
against poliomyelitis. This program, as it has advanced, has encoun- 
tered some obstacles, some delays, and some disappointments. These 
reverses have not invalidated the program, they have not wrecked it, 
nor do they in any way threaten its ultimate success. 

Such difficulties as have been encountered are inherent in the early 
phases of any optimistic nationwide health program. Much scientific 
and medical advance has encountered similar problems. In many in- 
stances, we have taken some small risks to avoid major risks. I suspect 
Wilbur Wright would never have flown an airplane if he had not been 
willing to take some risk. The surgeon frequently weighs the danger 
to life of the illness of his patient, in the light of the advantages of 
surgery designed to save life even though the giving of the anesthetic 
and the surgery itself is hazardous. While the decisions made at 
various stages in the development and use of Salk polio vaccine are 
not completely identical they are nevertheless comparable and repre- 
sent. medical judgments and decisions. 

Throughout the history of medicine and public health, every great 
advance has been accomplished step by step, with each new and un- 

forseen obstacle overcome as it has been encountered. This has always 
involved a certain amount of trial, error, discovery of new knowledge, 
correction of error, and continued movement forward. ho 

This process will'characterize the ultimate control of poliomyelitis 
as it has characterized all other great achievements in medicine and 
public health. 
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On the side of progress everyone should keep in mind these won- 
derful facts: 

1. 440,000 children received poliomyelitis vaccine last year, and 
the results indicated that the Salk vaccine was both effective and safe. 

2. Nearly 5,500,000 children have been vaccinated so far this year. 
Among these many millions, there have been only a few sporadic 
cases of poliomyelitis—the same number or perhaps even fewer than 
in a normal year—except among some of the children in California 
and Idaho who had received the product of one laboratory. 

We are fortunate in this forward sweep of science. We can only be 
sorry that it cannot be faster. 

1 wish to reaffirm my faith in the vaccine and hope that the Na- 
tion’s vaccination program can move forward as the supply of vac- 
cine again begins to flow. 

As you know, Secretary Hobby is preparing a report on polio prob- 
lems to the President. This report will be made in the very near 
future. She has also asked me to tell you that she regretted her in- 
ability to be here this morning. As you know, she is at a Cabinet 
meeting this morning. 

The Cuatrman. Dr. Scheele, the original tests on polio vaccine 
were made in the laboratories in which it was produced; is that true? 

Dr. Scurretr. The material used in the field trials was tested by the 
laboratory producing it, by Dr. Salk in his laboratory, and by the 
Biological Controls Laboratory of the Public Health Service. 

The Cratrman. Was that done under the control of the health 
authorities, or was that an independent investigation ? 

Dr. Scurete. At that time we did not have legal control, in a sense. 
The vaccine was not being sold, it wasn’t entering interstate commerce 
except for research. The decision to have the three organizations 
checked was based on an agreement that this was the best procedure 
to follow at that time. 

If I may extend that for a moment, I would say that the reason why 
it was important to have three people testing at that time was that 
we were in the earlier stages of development of safety testing, and it 
was important at that time to standardize these techniques, and so 
the testing by three was in a sense a pilot program in itself. 

Since the start, now, of the larger scale production, it has not been 
considered necessary to routinely repeat these tests. As a matter of 
fact, I would like to point out that even more important than, say, 
a doublecheck on the finished lot of vaccine is some of the information 
which has developed in the laboratory of the manufacturer, in the 
course of processing. So one mustn’t only think that a test at the end 
is everything. It isn’t quite that simple. This is a rather elaborate 
scientific process, and, as I say, many steps along the way are exceed- 
ingly important, and probably far more important than just the final 
test. 

The CuHatrMan. Well, specimens from these batches have been re- 
ferred to the National Institutes of Health for further investigation ? 

Dr. Scure.z. That is correct, sir. It is one of our requirements in 
the production of any biological product that the manufacturer give 
us material derived at several points along the processing line, to place 
in storage against some future testing, if necessary, or to place in test- 
ing if we have any question about the particular lot of vaccine, 
whether that be polio vaccine or any one of 18 or 20 other kinds that 
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are made, or any one of the other 40 or 50 biological products we 
license. 

The Cuatrman. All of these batches which you suspect, specimens 
have been referred to the National Institutes of Health to make fur- 
ther investigations? 

Dr. Scueete. We are currently making rather exhaustive studies 
of all of the lots of Cutter material; yes, sir; both from material that 
they sent to us in the beginning, and from material which has been 
picked up in the field after we discontinued the use of the vaccine, 
after we recalled the vaccine. 

The Cuatrman. And all of those tests will be completed and you 
will have the reports before you resume the program ¢ 

Dr. Scuerere. Yes, sir. 

The Cuarrman, I ask you that because I get a great many questions 
from anxious parents as to whether or not those things will be done 
before the program is resumed. 

Dr. Scurete. Mr. Chairman, I must qualify what I said lest there 
be misunderstanding. I am sure that you and I were talking about 
the same thing. We are talking here about the program of reapproval 
of lots of vaccine from the Cutter Laboratories. We are not talking 
about the reapproval of lots of vaccine from the other manufacturers, 
and, as I said earlier, we do hope that before the day is over we are 
going to be able to release lots of vaccine from Park-Davis. 

The Cuarrman. And you have absolute confidence in all the vaccine 
you release ? 

Dr. Scure.r. “Absolute” is an interesting word. We believe that 
the vaccine is as safe as feasible methods of testing can make it. We 
are dealing here with vaccine made with a virus. We can only be as 
good as our methods, and it is our belief that the methods are adequate 
to detect amounts of virus that might be harmful in man. That the 
tests detect the last trace, faint trace, of virus—I don’t believe any 
scientist believes. 

We hope they do, but we are not sure. 

However, our goal here is human safety, and another paramount 
goal, to have enough antigen, material that makes the body develop 
a defense against polio, so that it is worth more to the kiddie that 
may potentially get polio than a cup of water. 

In other words, it is a balance between enough killing to keep it 
from being harmful because of the virus in it, and it is not so much 
killing, or destruction, put it that way, that the material isn’t effi- 
cacious in developing antibodies when it is given. 

The CHarrman. Is the Cutter Laboratory still under suspicion, let 
us say # 

Dr. Scurerx. We are still investigating their entire processing pro- 
gram, and we are still testing in a rather elaborate fashion the mate- 
rials that we have from them, and, as we indicated, we have invited 17 
other laboratories in the United States who are competent to test 
this type of material, invited as many of them as wish and are will- 
ing to, to join us in testing. 

The Cuarmman. What control have you over the vaccine that has 
been made by the Cutter people ? 

Dr. Scurete. We directed its withdrawal from use. 
The Cuarrman. You think it has been withdrawn entirely ? 
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Dr. Scueetz. I don’t have the data here on the returns. I haven’t 
had a chance to talk to our staff member whose responsibility it was to 
check it back in. If we suspect that lots of the vaccine have beer 
withheld around the country we would ask Food and Drug Admin- 
istration to immediately move in and attempt to find it. 

But I have no—I think the vaccine has probably been pretty well 
collected. That is, all that was left over after the earlier use. 

The Cuarrman. Would you have authority to say what the De- 
partment of Health wants with reference to disposition and control 
of it, and by law; whether you need any legislation to direct it into 
the channels where it is most needed, so that it would be given to the 
people who need it greatly, and to provide that people who couldn’t 
purchase it would be able to obtain it? Does the Department feel 
that they want any legislation with reference to that? 

Dr. Scneetr. Mr. Chairman, I am not in a position to speak for 
the Secretary of our Department on that. I can only say that I know 
that she has been preoccupied for some time with a study of the en- 
tire problem, and that she will make recommendations to the Presi- 
dent very shortly. 

The CHatrman. How long, do you think, before she will make 
such recommendations / 

Dr. Scureitx. Again, I can’t commit that. We have had some 

roblems along the way with time. We have all been very busy, and 
it has been difficult for us to set schedules ahead, but I believe the 
President indicated last Wednesday that he expected to receive a 
report from the Secretary some time around the week end. 
e CuarrmMan. If there is legislation needed it ought to be con- 
temporaneous with the resumption of the program, it seems to me. 

It is a matter in which expedition is very essential. 

Dr. Scueere. Well, I don’t want to argue that point. There is no 
vaccine at the moment for use, that we have suggested be used. In 
other words, that which is out; it is all temporarily withheld. There 
may be some released today. And, houidbally. there will be more 
released as we visit each of the plants that have vaccine in the field. 

However, every manufacturer of vaccine has indicated that he will 
not ship any vaccine into commercial channels until the Nationai 
Foundation for Infantile Paralysis program of free vacine for first 
and second grades and certain other groups of children—a total of 
9 million—has been completed. So we have no need, as of this 
moment—if I can rephrase that, I will say it this way: The vaccine 
today is under control. It is under control by the fact that the manu- 
facturers are giving it only to the National Foundation for Infantile 
Paralysis, and they have now supplied, in round numbers, approxi- 
mately 8 million cubic centimeters—enough for 8 million first injec- 
tions, or a smaller number of first injections, if some is in the pipeline, 
and some for second injections. The remaining part of the NFIP 
contract will run the total for them up to 18 million. So until the 
manufacturers have arrived at the level of being able to produce the 
entire 18 million for them there is control of the program in the sense 
there isn’t any vaccine except in this present program. 

Mr. Mutter. How many children are there in the first grade to be 
inocculated yet ? 

Dr. Scurete. We don’t have data on how many in the first grade 
have been done, Mr. Multer. 
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Mr. Murer. What is the total number in the country ¢ 

Dr. Scores. I can give you that in 1 second. 

The CuatrMan. How long before you think there will be sufficient 
vaccine to meet the needs of all the people ? 

Mr. Scuee.e. Mr. Chairman, until we finish the review of each of 
the four plants which have vaccine actually out in the pipeline, it just 
isn’t possible to predict. In other words, we can’t get at this point 
what our findings in the additional three companies that we have to 
visit, since we have visited Parke-Davis in the last 2 days, will be. 
So, as I say, it is just not possible to predict. 

With good fortune all the way around, we still think that we will 
be able to get certainly all the 5- to 9-year-old children done. We hope 
to have two doses for them before the peak season, and there is a 
chance we will have it for all the children 1 through 9 before the peak 
season in most parts of the country. 

In the 6-year-old age group, I don’t have them by first grade, 1954 
census, Mr. Multer, there are 3,528,000 children. In the second grade, 
which is the other big group the Polio Foundation is doing, there are 
3,802,000 children. Then the additional group they are doing are 
children we received the dummy shots during the field trial last year. 
They are giving them the two injections, and injections to a certain 
number of other children who participated in one way or another in 
the other test, whom the Polio Foundation has called, very appropri- 
ately, polio pioneers. 

r. Muurer. You need three cubic centimeters for the three shots? 

Dr. Scuee.e. Yes, sir. However, the third shot needn’t be given 
and preferably shouldn’t be given until after the seventh or eighth 
month. 

The CHarrman. How long is it necessary to give the second shot 
after the first shot, or how soon ? 

Dr. ScHEe.e. I am not competent to answer that, except in a gen- 
eral way, and possibly to refer to Dr. Salk’s statement earlier this 
week, that it wasn’t necessary to give the second shot 3 weeks after or 
4 weeks after; in fact, he said there might be some advantage if it 
was given 5 or 6 weeks later. Those children who have had first 
injections and whom we hope will get second injections, the delay, in 
terms of immunity level that will develop when they get the second 
injection, is not going to be interferred with. The problems we have 
are because of the delay in getting vaccine production, problems in 
being able to do the program most easily, while they are still in school. 

The Cuarrman. The delay won't affect that ? 

Dr. Scueste. No. 

The Cuarrman. They won’t have that first shot again ? 

Dr. Scueexe. No. 

The Cuamrman. That will be entirely operative, even though some 
time elapses ? : 

Dr. Scueete. That is right. 

Mr. Brown. Can you estimate the average cost for the three shots? 

Dr. Scueete. No, sir; I cannot tell you what the cost of the three 
shots is. This involves the cost of the vaccine, it involves the physi- 
cian’s fee, if there is one. In the case of children who are receiving 
their vaccine under the NFIP program, first and second graders, that 
is free tothe children. Vaccine is furnished free by the Polio Founda- 
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tion, financed by the contributions of the American people. The giv- 
ing is contributed by physicians who are volunteering their time. 

Beyond that, when there is a commercial supply, we have had a 
number of statements made, one by the president-elect of the Ameri- 
can Medical Association, who said he felt sure that the average charge 
for patients, children’s parents who can afford to pay, would be the 
fee for the normal office visit. So that would be three visits. 

I don’t have exact prices here. The prices of the vaccine are sug- 

ested by the manufacturer. Three cc.’s seem to average around 
$2.80, $2.85. And the 9-cc. containers, which are preferable when you 
are going to do quite a few—and incidentally, quite a bit of the cost 
goes into the packaging—those run around $6.97, average, or $7. 
These are manufacturers prices. 

Most of the material the Polio Foundation has is in the larger 
containers. 

The Cuatrman. Mr. Wolcott. 

Mr. Wotcort. Thank you, Mr. Chairman. 

Dr. Scheele, is it your opinion, or the position of the Department of 
Health, Education, and Welfare, that the existence of controls by the 
Government would speed up the program at all ? 

Dr. Scurete. No, sir, Mr. Wolcott. I don’t think it would speed 
it up. Asa matter of fact, I have tried to visualize what we would 
have to do in establishing the controls. It seems to me it might slow 
it down, rather substantially. It depends on how much control there 
is, and various bills define different degrees of control. Some define a 
degree of control through equitable State distribution, and others 
cover control of price and even physician’s fees. 

To police that kind of a program would mean the acquisition of a 
substantial staff of the type we don’t have now. It would have to be 
a new staff. I visualize that getting a smooth, working organization 
of any type would take a good many months. Actually, it would 
probably run well into the period when we would have plenty of vac- 
cine, because production will step up rapidly as we go through July, 
Anat, September, and October. 

r. Wotcorr. Are you confident that we can resume the program 
in sufficient time to take full advantage of the immunity which you 
havea right to expect from the second shots ? 

Dr. Scurretz. We would not be able to cover all of our child popu- 
lation—I am talking now about 1 through 19—even had the earlier, 
somewhat more optimistic estimates of industry been attainable, had 
we not had the sort of shift, as we decided to do this plant inspection, 
plant visiting, and all. 

However, I think that we can still come pretty close to achieving 
about the same number vaccinated by the time the peak season comes 
along, as would have occurred had we not had this slowdown. It 
isn’t fair to say it will be identical. It won’t be. It will be a few 
less. But we were not expecting to be able to accomplish the vaccina- 
tion of the 100 million-plus people up to, say, age 45, who ideally 
should have it. 

Mr. Woxcort. I understand that you can’t think of anything that 
the Congress can do right now, or in the foreseeable future to speed 
up the program ? 

Dr. Seas, Referring now to vaccine production, I think this 
is a vaccine in which we want to allow production to expand within 
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the capacity of industry as they are planning. I think we would have 
to take short cuts if we try to speed it up, and I for one would hesi- 
tate to want to see those short cuts taken. 

I think our advice here would be that there is no really feasible 
method of speeding it up. 

Mr. Wo corr. Do we understand, from what you have said here this 
morning, that you expect to authorize the release of the product from 
each o the plants when you have satisfied yourselves that it is safe 
to use ¢ 

Dr. Scueete. Yes, sir. 

Mr. Woxcorr. In other words, you are not going to wait for all of 
the plants to be cleared before you release it, before you resume the 
program ? 

Dr. Scueete. No, sir, we are not. I think I had asked them to give 
you copies of our statement of last Sunday, in which we indicated 

Mr. Wotcorr. We have it. 

Dr. Scurete. Our procedures. We are visiting the plants serially 
in the order in which they came into production. We thought that was 
the fairest way, and we will go down through that list, and we also 
didn’t feel justified in holding up—I mean once we had finished in a 
“ae and felt they had material that could go, we didn’t feel justi- 

ed in holding that up until we made the entire circuit. Because we 
do want to get as many injections in before the polio season as we can. 

Mr. Wo.corr. Having in mind that there might be much less 
hysteria from the people than there is among some Members of Con- 
gress with respect to this program, can you explain why, after you 
cleared the vaccine, you found it advisable to postpone the program 
last week ¢ 

Dr. Scurrte. We cleared the program based on our exepreience up 
to April 12, and we cleared it based on our experience, especially dur- 
ing the period of production, the field trial period. 

We cleared it on the best scientific evidence available at that time. 
Months have gone by, manufacturers have had additional experience, 
they have moved from—as someone put it—barrel lot to tank-car lot in 
production. It isn’t quite that big, but that expresses it—and we were 
able to talk to the people who were producing, and we were able to 
get information from them on improvements that could be made in 
the processing, in the testing—many of them had made changes to 
improve some of their processing—and we were in a position where—— 

Mr. Woxcorr. Doctor, you say improving the process. Does that 
have reference to the assurance of its safety, or the quantity produced ? 

Dr. Scueretr. Most phases, sir. Not on potency, for example, but 
on safety. We have no new information on potency testing. This is 
quite important, too. And it was possible for us, then, to take a check, 
and to have the scientists who understand these things, and the manu- 
facturers, sit down and lay all these things on the table, review them 
in the light of their sigmficance, and we decided to go and to look 
at some portions of the processing, which had not been under scrutiny 
to as intense a degree in the past, because we just wouldn’t have known 
how to do these things. We didn’t know who should do them. 

So that is the purpose of these visits at the present time, and we 
can visualize them as the kind of thing that is part of a normal proc- 
ess—this isn’t the only time we are going to have to do this—we may 
not have to slow down the program in doing it—but we will have 
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meetings in the future with individual consultants, we will have meet- 
ings of groups of consultants, we will be doing certain checks within 
the plants in the future, as part of a continuing process. 

It happens in this instance that a part of the scientific process hap- 
pens to be very much in the public eye, as it properly should be with 
all the concern that exists at the present time. ‘Those are the reasons, 
essentially, for our deciding to slowdown, having had one problem of 
unknown cause turn up. It seemed to us that we should be, as we 
did in withdrawing the Cutter vaccine after we had only six cases, 
it seemed to us that the wisest course was the safe course, and that is 
why we took these steps. 

Mr. Woxcorr. There has been some discussion among us with re- 
spect to the alleged success of the Canadian program. Where does 
Canada get its vaccine ? 

Dr. Scuerte. I am not completely sure. My soure of informa- 
tion—one of my staff knows, who has been in touch with the Canadian 
Health Department—but my own impression is, from a statement I 
saw from Tnnaahs is that they purchase their vaccine from the Con- 
neaut Laboratories. 

Mr. Wotcorr. Where? 

Dr. Scurretr. The Conneaut Laboratories in Toronto. They have 
played a major role in the production of virus for the field trials in 
the United States as used by the various manufacturers here, and I 
don’t know whether they are continuing to play that role or not. 

In addition—and I am not certain of this—it is possible that the 
Canadian subsidiaries of some of the American manufacturers have 
obtained vaccine for them, possibly from United States production. 

Mr. Wotcorr. Am I to expect that they are making the same tests 
that you are making and have made? 

Dr. Scueste. They are in touch with us and I think that anything 
we can learn from them and they can learn from us that will provide 
any improvement in the processing procedures will be shared and 
used. As a matter of fact, we will share it with anyone, including our 
colleagues overseas, in Denmark and Sweden, Germany, whom we 
know are producing, and anywhere else, with our British colleagues, 
who are doing studies preparatory to producing next year, 

Mr. Wotcorr. It has been stated here that the polio season in 
Canada starts later than the polio season in the United States. Is 
that generally true? 

Dr. ScHerexe. Yes, sir, that would be generally true. In general, 
it follows the coming on of warmer weather, and runs from south- 
west to northeast. 

Mr. Wo xcorrt. So there is a probability that the children who have 
been vaccinated in Canada probably didn’t have polio at the time of 
vaccination, as might have been the case in the United States? 

Dr. Scuerte. Much less likely than for children in our Southern 
and Southwestern States, that is correct. 

The Cuarrman. I understand that Mrs. Buchanan and Mrs. Sulli- 
van will be required to leave and they have a statement. 

Mr. Bucuanan. Mr. Chairman, I have just a few remarks. 

In Pittsburgh we are very proud of Dr. Salk and the people at the 
University of Pittsburgh who have helped him develop the vaccine. 
But I think most of us are convinced that the distribution of the vac- 
cine has become, if not a scandal, at least a very sorry mess. Now, we 
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must, of course, have the utmost caution in making sure that the 
vaccine is safe. But I think the plans, or rather the lack of plans, for 
the distribution of the vaccine, to make sure that our children get it, 
in the order in which they are entitled to get it, have caused confusion, 
fear, and distress among the parents of our country. 

I know my children are disturbed about how this affects their 
children. Every family with young children wants to make sure that 
it gets the vaccine in its proper order, but there does not seem to be any 
— whatsoever to accomplish this. I think it has been a mess. I 

ope that the Department of Health, Education, and Walfare can do 
better than it has done up till now. 

Dr. Scheele, what disturbs us is that as a result of these recent de- 
velopments, a lot of mothers may now withhold permission for the in- 
oculation of their children. That would be terribly unfortunate, 
would it not ? 

Dr. ScurrLte. Yes, ma’am, they should all have it and the same 
mothers should be getting other vaccinations for their children as well, 
which at the moment they are not doing as effectively as they could. 

Mrs. Bucnanan. Have we been rushing the commercial production: 
of this vaccine too quickly, up until now, and is that behind our 
troubles with the vaccine ? 

Dr. Scurete. Well, that, I think, would be a matter of opinion. It 
is one of these difficult problems. A member of my staff tried to de- 
scribe this thing as taking all of the scientific data, and the scientists’ 
opinions, of the known and the unknown—and in science we have many 
unknowns—and you can spread them out over a spectrum and they 
will run through shades of gray, but when it comes then to decisions 
as to whether or not smallpox vaccine is ready to go or typhoid vaccine 
was ready to go, yellow-fever vaccine was ready to go, at a certain 
point, someone interested in overall public health, an epidemiologist, 
or someone else with similar qualifications, makes a decision as to 
whether the factors in the unknown overweight the factors in the 
known sufficiently, in relation to the disease one is trying to conquer to 
lead us to wait. 

Now, we could have waited. There were people who said that the 
field trials should not have been done, and there were people who said 
that this year’s large-scale program should not be done. But those 
people were also saying indirectly that another thirty or forty thou- 
sand children should have polio. 

So what we have here, I think, both in the case of the field trial, 
and the program on a large scale this year, we had a weighed, medical 
decision that we should go ahead. We must remember that 514 million 
children—of that number, 300,000 or so had Cutter, and we can cross 
that off as we don’t know the answer as to whether that was the prob- 
lem or not at the moment, we can cross that off—had vaccine safely, 
with 12 cases of polio in that group. That is running below our 
expected occurrence, that we would expect to occur naturally. 

0 I would say the balance is way in favor of the decision taken 
at the present time, and we have safeguards, we have additional safe- 
guards that were mentioned at the hearing the other day and that 
are only referred to indirectly here. We have men out in the States 
working with the health officers, and health officers have their own 
men, and just as soon as there is any suspicion of polio anywhere, we 
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will be in checking it, and if we see a problem developing, we will 
move rapidly. : : 

I think we demonstrated the fact that we can move rapidly in the 
recall of the Cutter vaccine. Whether we moved too rapidly, only his- 
tory will tell. Maybe we shouldn’t have moved so rapidly. We don’t 
know at this time. 

Mrs. Bucuanan. Thank you. 

Mrs. Suttivan. Mr. Chairman. 

The Cuamman. Mrs. Sullivan. 

Mrs. Suttivan. I have just one question I would like to put to you, 
Dr. Scheele. I would like to lead it up with a little remark and a quote 
from an editorial of the St. Louis Post-Dispatch of May 9, which I 
think is of particular interest at this time. I am quoting this one 
paragraph: 

We have a strong conviction that Dr. Jonas Salk knew what he was doing 
and that the doctors who checked the results of last year’s mass tests knew 
what they were doing, and that the Salk vaccine will eventually prove to be all 
that Dr. Salk and his associates expect it to be, but it is time that somebody 
brought a little restraint and commonsense into a mass vaccination program 
which can not be subjected to sudden stops and starts without impairing public 
confidence in those who are directing it. 

It seems to me, Mr. Chairman, that on the basis of the previous 
performance in the handling of new medical discoveries, of such far- 
reaching nature that the Public Health Service must have been over- 
ruled by higher-ups in this whole matter. Nothing about it has made 
too much sense. It is not the way the Public Health Service has acted 
in the past. Since Mrs. Hobby has not found it possible to appear 
before the committee, we can not, of course, ask her directly, and 
Dr. Scheele may not want to comment on it, but in any event, it seems 
to me that instead of the confusion and chaos and the indecision on 
distribution of the vaccine, that we should put up the money to buy the 
entire output, put up the Federal funds for that purpose, and then 
turn the vaccine over to the National Foundation for Infantile Paral- 
ysis, and let that organization carry out the actual inoculation pro- 
gram. It is already paying for the school inoculation program. It has 
pioneered the vaccine. It has paid for its development. It has been 
engaged in this work for 20 years. It knows the priority and the 
needs, and furthermore, no one, no matter how much money you might 
have, could possibly corrupt the foundation or argue with its decisions 
on who should get the vaccine and in what order. 

The public, the people, all the people of this country, by their dimes 
and dollars, have contributed through the National Foundation for 
Infantile Paralysis, to develop this vaccine, and the foundation, I 
think, should now have the complete say over its distribution in this 
first mass program. 

And once the mass inoculation program is complete, then, of cousre, 
you could handle this on a routine basis through normal channels or 
through the local healtn departments, as any other vaccination pro- 
gram is handled. 

Now, what reason would there be, Dr. Scheele, not to turn the whole 
thing over to the National Foundation, to inoculate all children in 
order of priority, and thus have it done without favoritism, without 
suspicion or scandal, or the remotest possibility of black-marketing 
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or gouging? There could be no chart cases that way. Everyone 
would be treated alike. 

Dr. Scurete. Mrs. Sullivan, I personally can see no objection to 
turning it over to them. However, I think that the answers you need 
to your question would have to come from other bodies of people, the 
health officers and the practicing physicianns, and other people, who 
are the ones who would have to do the work and who are doing the 
work now. The foundation is furnishing the material, chapter people 
are helping as volunteers, organizing community programs. The vac- 
cine goes to the State health officer, who distributes it to the local health 
oflicers, local physicianns, and they give their services, in most in- 
stances. So I suppose they too would have an interest in your ques- 
tion. 

Mrs. Sutiivan. Couldn’t they, with their background of 20 years, 
really handle it in a successful way, in your opinion ¢ 

Dr. Scurexe. I don’t have any doubt that they could handle it. They 
are handling the first and second grades and there is no reason why 
they couldn’t handle more. If I may answer, or say something about 
one of your earlier comments, such movement forward and slowing 
down and movement forward, as is happening on the vaccine itself, 
I take full responsibility for. 

No one higher up has in anyway interfered or made any suggestion 
to me in any direction. We have done these things based on scientific 
judgment at the moment. I can only point out that everyone wanted 
this thing to be one way or the other in the beginning, and there are 
these shades of gray, and we have had to take them into account and 
make sure that we were going along in the proper scientific way. 

Now, we are operating, in this instance, in a somewhat different way 
than we have operated in the past, in the sense that this is out in the 
public eye. In other vaccines, in the past, there have been problems. 
There were problems when yellow-fever vaccine came along, except as 
some enterprising science writers described this problem, it wasn’t 
known by a hundred percent of the people. The same thing happened 
with smallpox vaccine. 

The reason the Public Health Service, in 1902, was put in the 
business of doing biologics control—we had a different name then— 
was because of a great national catastrophe in the United States re- 
lated to smallpox vaccine. There have been a series of problems. 
We have problems of hepatitis virus in blood plasma. As you know, 
that is why, after the use of tremendous quantities of blood plasma, 
folks are attempting to use so-called blood substitutes, blood extend- 
ers or expanders. 

So the story is not so different here. It just happens that every- 
one knows about it, and so it does cause confusion when there is 
speculation. 

Mrs. Sutiivan. Could it be, doctor, that it was so Hollywoodized 
and glamorized in the beginning that it called the attention of the 
people to it before it was really tested ? 

Dr. Scueete. Well, I like the fact that everybody knew about this 
one. I wish everybody knew about all the other good things they 
could have done. I wish that women and men knew that they could 
go and be periodically examined for cancer and do ee about 
not getting advanced cancer and dying from it. I wish people knew 
they could have their hearts tested and their biood pressures taken, 
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and that they could have diabetes detected early, and 1 wish people 
knew that they could do something about other communicable dis- 
eases. 

That is why I say, I am not worried about how much publicity this 
one has had. I wish all good public-health practices could have 
publicity. We would all be a lot healthier. 

Mrs. Sutiivan. Thank you, Doctor. There is just one other thing 
I would like to ask; that is, do you know how long the testing period 
would take for the normal batch of vaccine? Would it be a period 
of months? 

Dr. Scuzetez. In average testing of the finished lot, 30 days to 40 
days. The thing that takes the longest period of time is the monkey 
test. Probably the most significant test, however, is not the end of 
the line test. The most significant testing is the testings done when 
the virus, when the three types of virus—and they are done sepa- 
rately—are put in Shesinldohryede to kill them over a period of time, 
carrying them at a certain temperature. This is the inactivation of 
the virus. This is the most significant test. This is the one the manu- 
facturer has to do. He brings this down to what he thinks is the zero 
virus line, and then he cooks it a while longer, in a sense—it is that 
process that is the vital one. Then there is the final trivalent pool 
testing, but there comes into that problems of homogeneity of the 
sample, and so forth, which are all very complex. But at the end 
of the line, 30 to 35 days is about what one would expect for testing 
of material before it is placed in vials and has a final check for 
sterility. 

Mrs. Sutiivan. That is what I wanted to be sure of. It is not just 
a matter of taking a sample of that vaccine after it is all finished. It 
is a series of tests, and it is assembled ? 

Dr. Scuretx. There is another test which is done which is more 
important that even the monkey test. That is the testing in tissue 
culture. This testing requires 14, 18, or 21 days, and depending on 
what one finds. Both types of tests are done. 

Mrs. Sutiivan. In that respect we can’t expect anything extremely 
fast, on this further testing that is being done now of the vaccines 
that were ready for distribution. It can’t be done overnight. 

Dr. Scuee.te. We are not planning, necessarily, to retest every batch 
in tissue culture or in monkeys. We will test batches already made 
or batches coming off the manufacturer’s assembly lines, if we can 
call it that, in that way only if there is a special reason to do it. We 
will continue to rely on this inactivation process that the manufacturer 
does, and our careful scrutiny of that, and closer contact with him, 
and on his testing at the end. 

You may wonder why we feel secure and why those who advise us 
fee] secure in that. It is this: It is a composite of things that led us 
to the decision that it is safe, and that it 1s all right. It is knowing 
the people who are doing it. It is knowing that the technicians who 
are handling the testing are people who understand their business. 
You can derive this from having past experience with these people 
and having immediate experience with them. It is the knowledge 
that the pathologist, who is going to read these specimens, is a very 
outstanding pathologist, as good as anyone we could have. And he 
isn’t—in most instances these men are not in the plants themselves, 
but are out in universities—of course, that depends on the size of the 





62 SALK VACCINE 


company—but usually they are not in there—hence, as long as we 
can’t do it any better, we are going to continue working as we do now. 

The Cramman. Mr. Brown. 

Mr. Brown. I think you people are doing a good job. I don’t want 
to interfere with it. The season is coming ‘when we are going to have 
a lot of polio cases in certain sections of this country, more in some 

sections than in others. And I think there should be as little delay as 
possible in sending ou this vaccine. 

The Ciuarrman. Do you have any further questions, Mr. Brown? 

Mr. Brown. I have no further questions. 

The Cuarrman. Now I am going to call every member to interro- 
gate the doctor. 

Mr. Widnall. 

Mr. Wipnau. Dr. Scheele, I find myself a little bit confused at this 
time. Earlier in the testimony that you gave on a previous day, I 
think you stated that around 9 million ce’s of this vaccine had been 
purchased by the National Foundation for Infantile et 

Dr. Scurrete. They will be purchasing 18 million ce.’s, enough for 
9 million children, 2 doses. 

Mr. Wipnati. Out of the 5 million cc.’s used up to date, how much 
of that was purchased by the national foundation ¢ 

Dr. Scuee.e. Of the roughly 514 million that has been used to date, 
our best estimate is about 5 million. There were about 500,000 ce.’s 
that went into commercial channels in the first few days after the re- 
lease of the vaccine. Then that was stopped by the manufacturers 
themselves. 

Mr. Wipnatu. About 5 million through the national foundation ¢ 

Dr. ScHEELE. Yes, sir. 

Mr. Wipnati. Hasn’t that been distributed through the National 
Foundation ¢ 

Dr. Scureie. Yes, sir, the technique followed, as best I know it, 
is that the Foundation asked each of the State health departments 
to furnish them with their estimates of the numbers of children who 
would be in the eligible groups to receive the vaccine, first and second 
grade, and the “pioneers’—some in the third and fourth grades. That, 
totally in the country, amounts to roughly 9 million children. 

Then once the States determined that they would carry on a pro- 
gram, and organized the various things necessary to make the program 
run, as vaccine became available from the manufacturer, the Founda- 
tion directs the manufacturer to ship direct to the States. In most 
instances the vaccine goes to the State health officer, who then breaks 
it down to the county “health departments, or to some designated phy- 
sician in a county in the United States that doesn’t have a county health 
department. 

Mr. Wipnatit. My confusion arises out of this: Mrs. Buchanan 
made a statement in which she said the distribution of vaccine was 

1 “sorry mess.” Then Mrs. Sullivan foliowed with a statement and 
says, “The National Foundation for Infantile Paralysis is the one 
that should handle it because they know better than anybody else,” 
and they have been the ones distributing it. I find myself hopelessly 
confused at this point. I think that a lot of people are blaming Mrs. 
Hobby and the National Health Institute for distribution of the vac- 
cine when it hasn't been distributed through Mrs. Hobby and the Na- 
tional Health Institute; isn’t that true? 
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Dr. Scurete. That is true. Our Public Health Service has had 
nothing to do with distribution, aside from approving lots of vaccine 
on the basis of our belief that they were pure, potent and safe. ‘The 
Department has set up, as we described last week, an Advisory Com- 
mittee on Poliomyelitis Vaccine, which has developed a formula for 
equitable distribution as between the States, to be done on a volun- 
tary basis by industry. Industry has agreed to cooperate a hundred 
percent. 

That program, of course, is not operating and will not operate until 
there is vaccine for commercial distribution. This was set up after 
the first 3 or 4 days, after April 12, when a few manufacturers went 
into small commercial distribution. But there has been no more since 
then. 

So the most direct answer to your question is that neither the De- 
partment nor the Public Health Service have so far been in any way 
involved in distribution because there hasn’t been anything to dis- 
tribute. 

Mr. Wipnatv. I think it is important that the American people 
should now that, because I think they have a misconception about pro- 
cedure at the present time. 

Incidentally, I was county chairman for the National Foundation, 
and I believe completely in what they are doing and what they have 
done, and that they deserve a great deal of the credit for the develop- 
ment of this vaccine. However, it appears that people are trying to 
create political scapegoats out of a critical situation, assuming an en- 
tirely unreasonable position becaust the vaccine is still being tested, 
it never was claimed that it was a hundred percent effective, and at the 
time of the announcement there wasn’t enough vaccine to go around. 

That is all. 

The CHatrrman. Mr. Patman. 

Mr. Parman. I will pass for the present, Mr. Chairman. 

The Cuamman. Mr Multer. 

Mr. Mutrer. Dr. Scheele, there isn’t any confusion in my mind as 
Mr. Widnall indicated there may be in his mind. I can see a clear 
division here of the overall problem into two different problems. One 
problem is to make sure that we have a safe vaccine that can be used 
for the purpose intended. The other problem is one of distribution 
of the vaccine. I wish you would correct me as I go along, if I am 
wrong in anything I say. 

I have taken the trouble to send for the United States Government 
Organization Manual, the current manual, which sets forth the pur- 
poses and duties of the various departments in the executive branch 
of our Government, including all of the Cabinet officers, and under 
Department of Health, Education, and Welfare, we have the Office 
of the Secretary, a member of the Cabinet, Mrs. Hobby, and she is 
charged with the overall management of that Department, and the 
purpose of that Department is, and I quote: “to improve the admin- 
istration of those agencies of Government, the major responsibilities 
of which are to promote the general welfare in the fields of health, 
education, and social security. That Department breaks down into 
various subdivisions, one of which is the Office of the Surgeon Gen- 
eral, which you so ably and competently head, as the Surgeon General. 

Your Office, under your jurisdiction, is charged with the duty of 
making sure that whatever new is developed involving the health of 
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the public, can be safely used. I haven’t any doubt that as long as 
you are the Surgeon General and you are given the right to perform 
your duties as required of you by law, you will make sure, within the 
realm of possibility, and within that degree of certainty that a 
human being can have, that only safe vaccines will be used, as well as 
serums and everything else that come within the jurisdiction of your 
Department, and that the minute you discover something is wrong, 
either in a plant or a laboratory or with a product, you will stop its 
use until you are sure it is safe. I think you have been doing that. 

But there is another problem involved here and that problem was 
pointed up by the introduction of bills in this Congress as early as 
April 18. That was 6 days after the vaccine was released for use 
throughout the country, and I think, in accordance with the require- 
ments of the law, there has been consultation back and forth between 
our health officials, headed by yourself, and others, in the Department 
of Health, Education, and Welfare, and the Canadian Health De- 
partment, because simultaneously on the same day, April 12, both 
the Canadian Government and our Government released this vac- 
cine for public use. 

With this difference, however—and I won’t pull any punches—I 
join with every last one of my colleagues in this Congress in laying 
the fault right in the lap of Mrs. Hobby. If she has been preoccupied 
with other things, including Cabinet meetings, I don’t think any of 
them were so important as giving her attention to this problem. It 
was certainly more important that she attended to this problem rather 
than to making speeches, whether to political organizations or other- 
wise. She is your superior, so I don’t ask you to comment on that, 
but I join with my colleagues in saying that she is primarily respon- 
sible for this situation. The Canadians love their children no more 
and no less than we Americans, and I am sure the Canadian Govern- 
ment has no more and no less interest in the health of their children 
and their people than our American Government has. They were 
able, the day they released it as we did on April 12, at the same time to 
put into effect governmental regulations as to the distribution of the 
product. They made sure that they wouldn’t have to wait for the head 
of the Government to say that “if and when”—and the statement 
doesn’t impress me one bit—“they hear that some child can’t get this 
vaccine because they haven’t the money with which to pay for the 
inoculation, he will make people listen.” The time for this Congress 
to make people listen is in advance of that. And as long as I am a 
Member of this Congress I am going to fight for the enactment of 
laws in advance of the happening of the contingency, and that is 
what should have been done here. Mrs. Hobby, I charge, was derelict 
in her duty in 1 of 2 respects: Either she has the power under the law 
to act, in which event she was derelict in not acting, or she doesn’t have 
the power under the law to act, in which event she was derelict in her 
duty in not coming before this Congress and saying “Members of the 
Congress, we need a law so that we can regulate this thing.” 

That is where all the confusion and confounding of the public has 
come in. 

As early as April 18 Mr. Rains of this committee, and other members 
since, have introduced bills, not trying to tell you, Dr. Scheele, or your 
Department, how to operate to determine whether this vaccine is safe, 
or who should make it, but to make sure that there be no black market 
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at any time, to make sure that this went into the channels of distri- 

bution properly, in accordance with the way the medical men, the 

scientific men, think it should go, and there should be no ifs, ands, or 

buts about that. We have been trying, our chairman has three times 

baa Mrs. Hobby to come here, and she has found it impossible to be 
ere. 

Yesterday this committee adopted a resolution requesting her to 
come here, but the vote was declared out of order because it was taken 
while the House was having a quorum call. Iam sure she knows about 
that. She still has not been able to find the time to come in and tell 
this committee whether she has the authority to act, and will act, or 
she needs a law under which to act. 

Now, I think you have made it very clear, Dr. Scheele, that within 
your jurisdiction you are doing everything you and the men under 
you can do to make sure the public will be protected. But we as mem- 
bers of the Congress have a duty to perform, too, and I say the first 
duty of this Congress is to hear the responsible official of the Depart- 
ment of Health, education, and Welfare, Mrs. Hobby, the Secretary, 
to have her come in here and tell us why she wasn’t ready with some 
plan, on the day this was released, on April 12, just as the Canadian 
authorities were, and to tell us why she is not ready with some plan 
now. 

No one can blame the national foundation. They have done a good 
job, and they will continue to doa good job. But I think you indicated 
to us when Congressman Davidson last week read to you a section of 
law which he thought gave you the authority to control the distribu- 
tion, and you very properly pointed out that that law does not apply. 
Now, whether the law does or does not apply, somebody—and that 
somebody is Mrs. Hobby—should be in here to tell this Congress, in no 
uncertain terms—let us forget about why she didn’t do it up to April 
12—she should come in here now and tell us “This is the way we are 
going to distribute this and make sure there is proper and equal dis- 
tribution throughout the country to those who should get the vaccine 
in accordance with the best scientific and medical thinking and direc- 
tion. It is time she had such a plan. If she doesn’t have one, then this 
Congress should work one out for her. 

With reference to that very matter—and I hope, Dr. Scheele, that 
you won’t think that I am taking this out on you. I have the highest 
respect for you. I don’t mean any of this as being critical of you. I 
can’t say too frequently or in too many places how good a job you have 
done in the years that you have given yourself to this service. But 
this matter needs attention, and needs attention now. 

Delegating it on a voluntary basis to the 48 States, in my opinion, 
cannot possibly solve the problem. We have already been told that 
there are State governments which do not have any funds. We know 
they can get the vaccine for nothing. They don’t have the funds with 
which to employ the technicians, the doctors, or the nurses to do the 
inoculating. You, yourself, told us that your Department does not 
have the funds with which to do that kind of work. It is not supposed 
te be your job. But somebody has to do it. And if my State has the 
funds with which to do it I am not going to be very proud if an ad- 
joining State, or a State a thousand miles away, hasn’t the funds to 
do it. It is my duty as a Congressman to see that the children of 
every State get these inoculations as fast as it is available. 
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With your releasing the product in the manner you indicate it is 
going to be released, it necessarily is going to be in short supply. I 
can see how you must decide that the vaccine is going to be released 
in small quantities, as each batch is found safe. But somebody must 
decide who is going to get it. Is it going to go into New York State 
because we have the money, and another State that doesn’t have the 
funds must wait? That is not my idea of how to treat our children. 
I think it is Mrs. Hebby’s duty to come here and tell us how she is 
going to handle that. You have enough todo. You are doing a good 
job to make sure that this vaccine is going to be safe, and that is a full- 
time job in itself. 

As I say, I have tried to take you off the hot spot that you are sitting 
upon, Dr. Scheele. You can or cannot comment as you please on what 
I have said, and if you wish to correct any statement that I have made 
that you think is wrong. I will be happy to have you do it. 

That is all, Mr. Chairman. Thank you. 

The Cuatrrman. Mr. O'Hara. 

Mr. O’Hara. Mr. Chairman, I join with Mr. Multer to this extent, 
that while members of the Cabinet are answerable to the President, 
and not to the Congress, they are under a moral and courtesy obliga- 
tion to respond promptly to the requests for their appearance before 
the proper committees of the Congress having under consideration 
legislative proposals in the respective fields of their Cabinet jurisdic- 
tion. I regret exceedingly that the work of the committee, and at a 
time when among the parents of our country there was agonizing con- 
cern, and time was of the essence, has been needlessly handicapped and 
delayed by the failure to comply with the request of our chairman of 
the witness closest in authority to the problem. In my city of Chicago, 
our people are very much concerned. In large numbers they are writ- 
ing to me as the representative from that city on this committee. I 
am sure Mrs. Hobby’s prompt appearance here and her cooperation 
in our efforts would have been helpful in easing their anxiety. Now 
they are writing me why she has not appeared, and they are worried 
for fear there is something that is not exposed to the public view. 

Until these hearings opened I presumed, of course, that there was 
some inspection in these laboratories. Years ago we had the meat 
scandals. Now every pound of meat that comes from the stockyards 
is inspected. And I imagined, of course, that we had a system for in- 
spection in these laboratories. Then I learned the other day, Doctor, 
from your testimony, that there isn’t any inspection at all. 

It may be that there is some weakness in the law, which does not 
require this inspection. If so we should correct the law. I have been 
told that one of the laboratories some time ago made a settlement of 
$185,000 with somebody who was injured by a product coming from 
that laboratory. Are you acquainted with this case ¢ 

Dr. Scurrie. Not with the Chicago incident, but I am acquainted 
with the problem you refer to. 

Mr. O’Hara. When a laboratory is involved in litigation because 
somebody has used its product and harm has come from a defect in 
the product, do you get a report on the case? That is, where the lab- 
oratory is on your approved list 

Dr. Scuree. If it were a biological product we would be aware of 
it because we would be responsible for the control of the purity, the 
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safety, and the potency. If it weren't one that we were concerned 
with it would be the responsibility of the Food and Drug 
Administration. 

Mr. O’Hara. Well, you keep a record of that. Let me begin at the 
beginning: How many laboratories are approved by you in the manu- 
facture of this polio vaccine? I think you said there were six. 

Dr. Scurete. There are six. Currently there are four producing it. 

Mr. O'Hara. There are six on the approved list / 

Dr. Scurete. May I modify my statement: There are probably 6 
producing, but what I mean is there are 4 that have materials that 
have not been withdrawn or were out in use, or probably will be out 
in use in a short period of time. 

Mr. O’Hara. Originally how did the six get on the list ? 

Dr. Scurere. My recollection is that all six of these were labora- 
tories that indicated to the Polio Foundation that they would be will- 
ing to undertake production of vaccine, and all six did at least labora- 
tory trial runs, during the period before the field trial or during the 
period of the field trial. Actually I think not all had materials that 
were used in the field trial. 

As I indicated before, Cutter produced three production lots of vac- 
cine for the 1954 field trial; and that these were not used in the field 
trial. They were good lots of vaccine. They have been tested by 
three people, their own laboratories, Dr. Salk, and us. 

Mr. O’Hara. Were all the qualified laboratories of the Nation in- 
vited to participate ¢ 

Dr. Scurere. There are not a large number of companies that have 
biological production. ‘The reason for this—and especially of a com- 
plicated material like this vaccine—not all laboratories are set up to do 
so-called tissue cultures. That is a complicated thing which more 
and more are installing, but which a large number do not have. This 
is about as many as could or would be interested in doing it. 

Mr. O’Hara. I do not want you to read into this a suggestion of 
wrongdoing, which is not intended. In the processing of an applica- 
tion for approval is influence used either to get admission to the pro- 
gram or to have some laboratories excluded, or none at all. 

Dr. Scuretx. That is correct ; none. 

Mr. O’Hara. You have never heard of any / 

Dr. Scurete. No, sir; that is correct, I have not. 

Mr. O'Hara. Are these laboratories individually owned or do they 
belong to a rather closed corporation / 

Dr. Scueete. I don’t believe I would have enough information to 
answer that. 

Mr. O’Hara. Are these the 6 big laboratories, as we might describe 
the 4 big rubber companies ¢ 

Dr. SCHEELE. Well, there are variables as between them in relation 
to other products, although they are big as to polio vaccine. For in- 
stance, we first licensed Cutter to make biological products in 1914. 
They received the eighth license the Public Health issued. 

Mr. O'Hara. By the way, who is the controlling personality in the 
Cutter Laboratory ¢ 

Dr. Scueere. I regret to say I don’t know. 

Mr. O’Hara. That is, you have never heard of anyone in the labora- 
tory who would be active in politics ? 

Dr. Scurete. No, sir. 
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Mr. O’Hara. Have you ever heard of campaign contributions made 
by these laboratories ? 

Dr. Scuerte. No, sir; I have never heard of that. I wouldn’t nor- 
mally hear of such things. 

Mr. O’Hara. I am not meaning to imply that there is any such 
factor, but I wanted to clean up the picture. 

You have never heard of such ¢ 

Dr. Scuertz. No, sir. 

Mr. O’Hara. I think the New York press said that one of these con- 
cerns were going to make $20 million this year, from the sale of this 
polio vaccine. Where there are such profits to be made, and govern- 
mental approval is a factor, do you think the Congress should con- 
sider strengthening the law with a prohibition against any political 
activity on the part of anyone owning such a laboratory ? 

Do you wish to comment on that? 

Dr. Scuretz. I don’t think I am competent as a doctor to answer 
that. 

Mr. O’Hara. Now, let us get down to the present. You say that 
today you are about to clear the Parke-Davis Laboratory. Does that 
mean you are going to O. K. all of its output or only a certain amount 
of it? 

Dr. Scurete. I can’t give you the answer to that until I get back to 
the office and find out what is going on. All I know is that a report 
was coming in by telephone to the NIH as I came over here. 

These manufacturers have 2—there are 2 parts to the problem in the 
case of the 4 manufacturers. Each has some material which we had 
approved earlier, which we asked to be withheld for the time being, 
until we had gone back to talk to them. So that it would be the first 
that we would release. 

Then we have an additional problem, in that these folks have addi- 
tional lots of vaccine which we have not as yet reviewed. We will do 
that as rapidly as we can, too, in the light of all the work that our folks 
have to do. 

Mr. O’Hara. Well, Doctor, how many cubic centimeters are in- 
volved in the anticipated release of Parke-Davis vaccine? 

Dr. Scuerete. I am sorry, I don’t know the answer to that question. 
I may be able to answer that better before the day is over. 

Mr. O’Hara. Have you in mind that all of the Parke-Davis produc- 
tion is involved in the day’s release ¢ 

Dr. Scureie. Again, I don’t know the answer to that as yet. [regret 
to say I don’t. 

Mr. O’Hara. In any event, today some of the Parke-Davis product 
is going to be released, and meanwhile the production of the other labo- 
ratories is tied up until you have gone further in your investigation ? 

Dr. Scuee.e. That is right. Some of our staff and a consultant are 
in the Lilly laboratories in Indianapolis today. 

Mr. O'Hara. I want to congratulate you on your early release of 
Parke-Davis, but can Parke-Davis benefit by this release, in the com- 
mercial market ? 

Dr. Scurete. No, sir; they cannot and keep their word. They have 
indicated they are going to supply the Polio Foundation demand first. 

Mr. O’Hara. Now, you say “keep their word.” Is it a word that 
was personally given to you ? 
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Dr. Scueez. No, sir; it was given to a member of my staff, and to a 
member of Mrs. Hobby’s staff, and we have no reason to doubt it. 

Mr. O’Hara. And all of that, I presume, is set forth in some written 
form in the way of correspondence, or in your files, so that in case a 
laboratory that you are helping in this way should violate its word you 
would have some proof of the promise that they gave you? Am I 
right or wrong in that? 

Dr. Scueete. I don’t know whether it is reported as a memorandum, 
or whether it is a memorandum of a conversation. 

Mr. O’Hara. I join with my colleagues, and I think every member 
of this committee has the profoundest respect for you in the great 
job you have been doing. 

But suppose tomorrow or the next day it should come out that this 
laboratory has used, in commercial channels, some of this vaccine that 
you have released. That would be embarrassing to you, wouldn’t it? 
How do you protect yourself against such an eventuality ? 

Dr. Scurete. Well, we have no control over that situation, but I 
think these are people of integrity. 

Mr. O’Hara. I don’t question their integrity. I just wondered what 
ordinarily prudent precautions you are taking. 

Dr. Scorete. We can exercise no legal sanction. 

Mr. O’Hara. From your testimony I understood that in the year 
1954 vaccine was manufactured and used on a half million cases, and 
that in every instance it was a success. There were no deaths. Am I 
right in that ? 

Dr. Scueretr. There were cases of polio, paralytic polio, developing 
in those children, but they were not aera to be caused by the vac- 
cine. They were believed to be the natural occurrence of polio which 
was either happening coincidentally, or they were instances in which 
polio was acquired, in which the polio vaccine didn’t give enough 
immunity to make the child be able to throw off polio. 

Mr. O’Hara. Well, there were half a million cases in 1954 where you 
had the three tests of the vaccine, and you say there were some chance 
cases. How many chance cases? In other words, I would like to find 
out how the percentage compares, in your well-guarded experiments of 
1954, with the mass production now ? 

Dr. Scueete. Mr. O’Hara, with your permission we could furnish 
the committee with a statistical breakdown. The reason I am seeming 
to hedge on that is because this is not an easy absolute figure to arrive 
at. In other words, one can’t arrive at a single figure. You have to 
take about 6 or 7 or 8 different ways to arrive at anything meaning- 
ful from an objective standpoint. 

We have to make—and these would be just sort of shots in the dark— 
we have to make adjustments for difference in the season. We would 
have to make adjustments for the different areas of the country, and 
even here there might be pitfalls in making the estimates, because 
polio doesn’t exactly hit in the same pattern each year, and it runs 
all over the place, and there are places where there is none and places 
where there 1s some. 

But we could give you some rough estimates, at least, of that experi- 
ence. I did refer in my testimony to the fact that we have run some 
data not back against the field trial, but back against experience at 
this season of the year, in the particular areas where the 5 million 
vaccinations have occurred and the only instances in which we have 
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found an unusual incidence is in California and Idaho. There isn’t 
necessarily an unusual incidence in the case of the Cutter 
vaccine in some of the States where there has been a single case. 

Mr. O’Hara. Could this have been a factor, Doctor? You only had 
4 laboratories at. first, and now you have 6. In the great demand for 
it, could they have been a little hasty in the work of preparation / 
Were they qualified, in other words, for the large demand which sud- 
denly came upon them ¢ 

Dr. Scuretr. Our feeling is that they were all qualified, and, of 
course, the one that everyone’s eye is on most is Cutter. We have 
licensed about 20 different vaccines of Cutter, and doctors have been 
using these over the years. And there are about 40 other biological 
products that Cutter makes and we have licensed these over the years. 
Our experience has shown them to be reliable. 

Our experience with the other five firms that are concerned here 
has been an identical experience. They have all demonstrated their 
capacity to produce these things. Thousands, millions of children 
have had their products, and there has been no difficulty. We are 
dealing here, as I said earlier, with a very complex vaccine. It is in 
many Ways a somewhat new type vaccine, and while we don’t like 
to have problems in fields like this, it is anticipated that we might 
have a few. 

Mr. O’Hara. Thank you very much. 

The Cuarrman. Mrs. Griffiths. 

Mrs. Grirrirus. What is the total capacity of the six concerus to pro- 
duce this vaccine on a monthly basis, if there were no errors 

Dr. Scueeie. The best data that we have on that were made public 
on April 22, as a result of inquiries to the manufacturers, as a matter of 
fact bringing up to date an earlier table we had developed. 

These were their expectations, in finished productions as far as they 
were concerned. Of course, there is always some misunderstanding on 
this. Many folks thought that licensing meant that the product then 
could go out into the NFIP program—and that is a commercial sale 
program because they pay for it—or other commercial distribution. 
That wasn’t the case. That was merely saying they could send in 
lots for individual approval, because we do it on a batch-by-batch basis, 
not on a blanket basis. 

So these were their projections, if their expectations kept up and 
if we approved, and without the Cutter withdrawal and without such 
slowdown as has occurred in the last week or 10 days, they expected to 
have, on the Ist of May, 11.9 million ce’s. Now each of these is a 
month later. 

Mrs. GorrrirHs. On a monthly basis? 

Dr. ScHEELE. Yes; 23.8 million. If you would like, I could also tell 
you what percent of the population, say age 1 to 9, that would cover, 
with 2 injections. 

Mrs. Grirrirus. ‘That is my next question. 

Dr. Scurete. Well if they had achieved their hope on the 1st of 
May, 19.2 percent of the children, 1 to 9, could have had 2 injections; 
23.8 million on the Ist of June, 21.3 percent of the children from in 
that age group. 

July 1, 43.9 million, 70.7 percent of the children in that age group. 

August 1, 61.9 million cc’s, 99.7 percent. So by August 1 we would 
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have achieved approximately a hundred percent of the coverage in the 
age group 1 to 9. F 

We would have achieved in that same period of time had this been 
spread through the entire population group, 1 to 19, 56.3 percent. 

Mrs. GrirrirHs. When was this information first known to you? 

Dr. Scueetr. This information ? 

Mrs. Grirrirus. That that capacity could vaccinate 56 percent of 
the people 1 to 19, by August 1? When did you first know that ¢ 

Dr. ScHreLE. Sometime before April 22. 

Mrs. Grirritus. Would you say a month before April 22 / 

Dr. ScHee.e. No, madam. 

Mrs. Grirrirus. A week ? 

Dr. Scuerre. Not quite that far ahead. Sometime around April 
19 or 20. 

Mrs. Grirrirus. Was the information then available to the Secre- 
tary of Public Health, Education, and Welfare or do you know? 

Dr. Scuerete. Not to the best of my knowledge. In fact I am quite 
sure it wasn’t. 

Mrs. Grirrirus. Was it available to her Department on April 22% 

Dr. ScHreete. Yes,mam. As a matter of fact we had two meetings 
of groups of people. One, a broad technical group, representing med- 
ical societies, and health officers, and manufacturers and others, and 
at that first meeting we had a supply table, and on the following Wed- 
nesday—I don’t remember our dates now—after that we had a meet- 
ing of parent-teacher groups and citizen groups generally, some 60 of 
them, and the press were present and the table was passed out at that 
time, revised table. 

Mrs. Grirreirns. If you had required beforehand from these con- 
cerns, could you have found out their capacity to produce before- 
hand ? 

Dr. ScuHee.K. I don’t know. 

Mrs. Grirritis. Do you know if anybody ever did inquire? 

Dr. Scurrie. These are confidential data that the manufacturers— 
the supply figures of the various manufacturers in normal commerce, 
unless they are war material—in peacetime, industry’s own figures. 
They don't like to tell their competitors what they are doing. And 
this is a perfectly normal thing. 

1 think one must also see this in the setting that statements were 
being made by some people who were possibly thought to know the 
situation, which implied that the full Polio Foundation order would 
be supplied soon after April 12, and 27 million cubic centimeters ad- 
ditional would be available. No time was available, but most people 
thought that would be April 22. 

Mrs. Grirrirus. Not later than April 22 everybody with any re- 
sponsibility in this matter knew that the total output of the concerns 
heensed would not cover more than 56 percent of those people who 
needed the vaccine, is that correct 

Dr. Scuretx. That is right. That is assuming that they followed 
these schedules. Now these are conservative data the mdustry has 
given us. They may do better. 

Mrs. Grirritir. Did you then make any effort to see that the people 
who needed the vaccine would be sure of a supply of the vaccine ¢ 

Dr. Scuretr. The Department had a meeting—— 

Mrs. Grirrirus. Who was present 4 
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Dr. ScHEe.r. rresent at the first meeting were representatives of 
the American Medical Association, the Academy of Pediatrics, the 
Academy of General Practice, the American Osteopathic Association. 

Mrs. Grirritus. Was the Secretary of Health, Education, and Wel- 
fare present ? 

Dr. Scuere.e. She was present during the appropriate parts of the 
meeting. She was there for some discussions and she was aware of 
all the facts presented to the group. 

Mrs. Grirrrrus. What efforts did you make to determine, or what 
conclusions did you come to in determining whether everyone could 
be supplied with the vaccine ? 

Dr. Scuerrtze. The conclusion of that meeting was that there could 
be a voluntary distribution program which could be devised, which 
would assure equitable distribution as between the States and Terri- 
tories. As a result of that meeting, the Secretary appointed a com- 
mittee which has met to consider the problem and to devise a blueprint 
for equitable distribution to the States. 

The industries, individually, separately, at the original meeting, 
agreed, spontaneously, to distribute their entire production that was 
for United States use, in accordance with the blueprint which that 
committee would establish. 

Mrs. Grirrirus. Is that agreement in writing ? 

Dr. Scueexe. I think there was someone taking a transcript. 

Mrs. Grirtrus. But they didn’t sign the agreement ? 

Dr. Scurete. No; it was not a signed agreement. 

Mrs. Grirrirus. How much of this was stockpiled on the date that 
you finally licensed the manufacturers ? 

Dr. Scueere. I don’t have a figure on the exact amount they had 
on that date. 

Mrs. Grirrirus. Was there some stockpiled ? 

Dr. Scuretr. Well there is always material in the pipeline. It takes 
approximately 90 days from the start of a lot until the completion of 
the lot by the manufacturer. 

Mrs. Grurrirus. Had that which was stockpiled been subjected to 
the same tests as those which are now being made after the manu- 
facturers have been licensed ? 

Dr. Scorer. Well there are several acts which must be performed 
before we do any examination of anything. ‘The manufacturer has 
to send us a series of papers called a protocol. This protocol rep- 
resents—— 

Mrs. Grirrirus. I understand. 

Dr. Scurete. A complete record. 

Mrs. Grirrirus. I understand that. 

Dr. Scueete. And we don’t, of course, do anything to lots they have. 
They may have twice as many lots on hand, in large bottles, not pack- 
aged in final bottles, in storage. They can store it for a year before 
they put it in small containers. 

Mrs. Grirrirus. Then it had not been subjected to whatever tests 
you give to it now ? 

Dr. Scuretz. The only material that we would have any contact 
with would be that which had been subjected to the final safety test 
of the tissue culture. 
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Mrs. Grirrirus. Do you know whether that is the only material 
which has been made available to the public or not, the batch which 
you tested ¢ 

Dr. Scuers.r. I suppose we have no—I don’t know how. we would 
get any absolute information that there wasn’t any other, but I don’t 

lieve there was any other. 

Mrs. Grirrirus. Did any of the stockpiled material which you had 
tested, go wrong and which you then withdrew from circulation? 

Dr. Scorer. We do not test routinely. Well there was a case of 
polio that turned up in Chicago, in a vaccinated child. Our regional 
office, after a report by Dr. Bundeson, whom Mr. O’Hara referred to 
here earlier, called us and told us about it. This alerted us. We won- 
dered if this was the first—we knew there were going to be reports of 
polio in vaccinated children because there were in the field trial, and 
the vaccine wasn’t a hundred percent effective, and we knew they 
would come in the incubation period. So then we received word in 
short order that there were five cases in California that were suspected. 
They weren’t verified at first. 

This was sufficient. We got more information on the California 
cases and were in consultation through the night, and in the morning, 
before the major vaccination program using Cutter material got under 
way in California, we directed Cutter Laboratories to withdraw every 
cubic centimeter of vaccine that was unused and within 38 minutes 
they had notified every outlet they had for the vaccine, and the dragnet 
was on. 

Mrs. Grirrirus. In 1953 how many people were there employed by 
the National Institute of Health to check vaccines? 

Dr. Scneete. I would have to supply that figure for the record. 

Mrs. GrirrirHs. Are there any more or less today ? 

Dr. Scueetez. I regret that I don’t know that. 

Mrs. GrirrirHs. You don’t know whether there are any more or not? 

Dr. Scureir. No, ma’am. 

Mrs. Grirrirus. Will you supply that information for the record ? 

Dr. Scurete. Yes, ma’am. 

(The information above-referred to is as follows :) 

On December 31, 1953, the Laboratory of Biologics Control had 32 employees. 
At that time, no polio vaccine was under test. These employees deal with a 


variety of biologicals and as a rule each individual from time to time will handle 
different materials. 


On May 15, 1955, there were 41 employees in the Laboratory of Biologics Con- 
trol who deal with the biological products submitted for release by industry. The 
Poliomyelitis Vaccine Unit which tests polio vaccine has 14 employees. In addi- 
tion, contributions to polio testing are made by individuals in parts of the NIH 
other than the Laboratory of Biologics Control, e. g., pathology. In total, this 
amounts to the equivalent of full-time employment of 6 persons and would repre- 
sent an addition to the 14 who take part in the testing of polio vaccine. 

Mrs. Grirrirus. How long are these tests delayed by waiting for 
inspection out at the laboratories? Are you holding up any of this 
because you don’t have enough people to check it ? 

Dr. Scueete. If we had more people I suspect we could operate a 
bit. faster, but one doesn’t produce this kind of people by having funds 
or having positions. The kind of people that work in this field have 
come up through a long period of training. They are not easy to 
find. Industry has some. We call them control people, and we have 
a small number. There are just not a lot of those people. That is 
why we are having at the present time to divert the time of some of 
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our major virologists in the country to help us in some of the work 
we are doing. 

Mrs. Grirrirus. What efforts have you made to acquire whatever 
people there are in the country to do this work ¢ 

Dr. Scure.r. Well, we are using the competent people as our con- 
sultants. Beyond that it would be a matter of going to one of these 
industries and trying to obtain from them one of the people now 
working in their plants. This isn’t learned going through medical 
school and coming out with a diploma, or going through some other 
type of scientific training. It just doesn’t qualify one to do this sort 
of thing. 

Mrs. Grirrirus. Do you have any information on the fact that 10 
million cubic centimeters of Parke-Davis material was turned down 
because of a reaction on the rubber stoppers ¢ 

Dr. Scurete. No, ma’am; I don’t. 

Mrs. Grirrirus. It will be in your office though. Can you supply 
that ? 

Dr. Scneere. I can tell you categorically that is not correct. 

Mrs. Grirrirus. It isn’t 

Dr. Scuretr. No. I think I can explain the background that led 
to your question. During the field trial period—I will start before 
that. 

The vaccine, any vaccine, can have contamination along the line by 
bacteria, or by molds or things of that sort. Efforts are made to pre- 
vent these things. Among the safety tests done are tests in rabbits, 
and so on. Rabbits and other things are used to determine whether 
these other things are present. Filtering is done to remove them. 
You can’t remove viruses by filtration, but you can remove these 
other things very readily. But again to be sure that in the course of 
storage, up to the time of use, that one missed mold doesn’t grow into 
a lot of molds, or one bacterium doesn’t multiply—these are not patho- 
genic things that would hurt anyone, but still one doesn’t want them- 
a preser vative is usually used by these manufacturers to hold down 
any such growth if it were to occur. 

The Salk vaccine as used in the field trial had merthiolate in it as a 
paarcireeten It. was found during the over-fall storage of the addi- 

tional material that had been made ‘by the manufacturers for use, hope- 

fully, when licensing and approval of lots was to be done after the 
field trial experience was reported, if it was good—it was found that 
in the storage there was action not between the stoppers and the 
merthiolate, but between the merthiolate and the antigen for the type 
1 virus. 

There may have been a little interaction with the type 2 and type 

> virus, too. 

So in January there was some material that the manufacturers had 
made which wouldn’t have been efficacious to use, because it would 
have given protection against those types of virus where it hadn't lost 
its value, but against type 1, which is our most common and virulent 
strain of virus, it wouldn’t have worked very well. So there wouldn’t 
have been much point in giving it. So corrections were made. Work 
was done by Dr. Salk and other people to revise the method of pre- 
serving, and merthiolate was no longer used unless it was combined 
with versene. 
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And it is very likely that the vaccine which has never been put out 
for licensing, or was destroyed, was valuless because it wasn’t potent. 
It has to have potency for all three types. Your question was related 
to that type 1 and merthiolate problem. wel be z 

Mrs. Grirrrrus. When did you first have any indication the Salk 
vaccine was going to be useful? Was going to be an effective weapon ! 

Dr. Scuere.e. I suppose the first time when a glimmer of hope came 
io all of us was when Dr. Salk reported on his first cases long before 
the field trial. 

Mrs. Grirrirus. What year was that? I don’t recall. 

Dr. Scurete. That was in 1953. 

Mrs. Grirrirus. It was generally known in your Department; is 
that right? 

Dr. Scueetr. No; that is when the first glimmer of hope came that 
this was going to be successful. However it took larger scale testing 
to be sure that these seemingly good results in a limited number of 
youngsters would be valid when done in larger numbers. 

Then came the field trial and we didn’t know until April 12, when 
Dr. Francis reported, what the results in the field trial would be. 

Mrs. GrirrirHs. You can answer this “Yes” or “No,” if you will. 
Did anyone then make any inquiry as to the capacity of the United 
States to produce this vaccine? Did you or anyone that you know 
of inthe Department of Health, Education, and Welfare ¢ 

Dr. ScHeete. Yes; we did in the Public Health Service. We began 
getting information. 

Mrs. Grirrirus. Then I must ask you this: Did you then find out 
what the capacity to produce it was? 

Dr. Scurrete. We did, and ultimately had, a week or so later, the 
first of our tables. 

Mrs. Grirritus. That would be in 1953, is that right ? 

Dr. Scueeve. Oh, no. This is in 1955. You see there would have 
been no way—there is no way to judge capacity in advance in this 
kind of an operation. In 1953 one had no idea even what problems 
would have to be overcome to develop a plant to produce in large scale 
material necessary for the field trial, so one couldn’t have gaged 
sapacity in 1954 or 1953. 

Mrs. Grirrirus. Do you know if there is any unused capacity avail- 
able now to produce it? Unused and unlicensed ¢ 

Dr. Scurz.z. No, I don’t believe there is any. 

Mrs. Grirrirus. Have you checked ? 

Dr. Scuexxe. I think the manufacturers are all going to make as 
much as they feel they can make and control the process. You see 
they, too, have a problem here in terms of needing highly trained and 
skilled people. For one thing, people have to handle the live virus 
and this requires highly trained technicians and bacteriologists. 

Mrs. GrirrirHs. Have you checked with the laboratories? Are 
there any other possibilities ¢ 

Dr. ScHEELE. No, we haven’t asked one or another laboratory. 

Mrs. Grirrirus. So you really don’t know whether there is any 
ota unused and unlicensed capacity in the United States to produce 
it ¢ 

Dr. ScHre.e. I am answering a categorical “No,” but I think ac- 
tually the Polio Foundation had exhausted that possibility in the 
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field-trial period, because they did go to 10 manufacturers and ask 
what their interests and abilities were. 

or GrirFirHs. But the Polio Foundation is a mere volunteer, 
isn’t it? 

Dr. Scuee.z. That is correct. 

Mrs. GrirFirus. It has no official duties. Thank you. 

The Cuatrman. Mr. Ashley. 

Mr. Asuuey. Mr. Chairman, 

The Cuarrman. Mr. Ashley. 

Mr. Asuury. As is usually the case, Doctor, by the time we have 
reached this lower tier a good deal of ground has been covered, both 
vertically and horizontally. 

I don’t suppose, Doctor, in view of your very candid testimony, that 
you feel that any special thanks are in order to you for your appear- 
ance here, but I would like to extend them as a new member. I think 
perhaps they are in order. 

I just have a note here that Mrs. Hobby is scheduled to appear 
before the Senate Labor Committee next Monday on this very same 
subject, and I might just say that I find this a little difficult to under- 
stand. I don’t know whether she thinks that we, in this lower body, 
are able to legislate in a vacuum, but in view of the three invitations 
which have been extended to Mrs. Hobby I do find it extremely diffi- 
cult to understand her apparent disdain of this committee. 

And I might just say, too, that there are 400,000 and more men and 
women and children in my district who expect me to do a competent 
job, and I find the lack of cooperation on the part of Mrs. Hobby a 
pretty sorry commentary on the manner in which the Department of 
Health, Education, and Welfare aids in the legislative process, which, 
after all, is intended for the benefit of all the people. 

As a new member, I am quick to say that I count very heavily upon 
the knowledge and experience and information which a person in Mrs. 
Hobby’s capacity has access to. 

Doctor, I would like to direct my inquiry to the desirability or lack 
of desirability of controls of production and distribution of the Salk 
vaccine. I think you will agree that this inquiry goes beyond the 
control or possible control of this particular vaccine, and the ques- 
tion is really intended to encompass the possibility of controlling 
future vaccines as they appear on the scene. 

In reply to a question by Wolcott, I believe you stated that you felt 
that no control of production was necessary at this time, because 
manufacturers, in effect, have imposed voluntary controls upon them- 
selves. 

Now, going back to the initial program, to the inception of the pres- 
ent program, are you satisfied, Doctor, with the manner in which the 
production of the Salk vaccine has been administered, the manner in 
which the controls have worked ? 

Dr. Scueete. Well, are you referring to distribution ? 

Mr. Asuury. No, I am referring now to production. 

Dr. Scnerete. Manufacture, itself ? 

Mr. Asutey. Yes, I am. 

Dr. Scneetz. Well, we have to reserve in the case of Cutter. That 
problem is under study, and I can’t at the moment say that we are 
satisfied or not satisfied. 
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In the case of the other manufacturers, we have been quite satis- 
fied that production has been going along as we would expect. They 
have been doing a good job. 

Mr. Asuuiry. At what point do you suppose it will be possible for 
you to evaluate the effectiveness and the degree of satisfaction of the 
control, the voluntary control, which it pretty much is at this point, 
of the Salk vaccine / 

Dr. Scueete. You are referring now to distribution / 

Mr. Asutey. I am referring still to production. 

Dr. Scores. I don’t know of any job, even in wartime, in which 
there has been Government control of production. There has been 
control of use. As, for example, when penicillin was produced, and 
the entire supply was taken for the Army and Navy. So I don’t 
see Government control of production, except as we are watching 
potency, purity, and safety. 

Mr. Asuiry. Well, the testing of the vaccine would be a control of 
its production, certainly, wouldn't it ? 

Dr. ScueEe.z. We are quite satisfied. 

Mr. Asuiry. At the present time how far does your authority go, 
as far as controlling the production and manufacture is concerned, 
Doctor ? 

Dr. Scuesxe. In the first place, the Secretary of our Department 
must license the manufacturer to produce. That, however, merely 
means that they have facilities, they have staff, we presume they have 
integrity—it doesn’t mean that they have vaccine which they can put 
into interstate commerce. 

Then under the Biologists Control Act, the Public Health Service 
has the responsibility for setting the standards for purity, potency, 
and safety, the regulations of which are the joint responsibility of the 
Surgeon General of the Army, of the Navy, and of the Public Health 
Service. We three promulgate the regulations which appear in the 
Federal Register. 

Then our Laboratory of Biologists Control has the responsibility 
for carrying out those regulations. 

Now, in terms of actions, we devise the standards to be followed. 
In the case of the polio vaccine, this is a rather complex, 10-page series 
of requirements for production, which range from describing the name 
that is used, the strain of virus, the monkeys, what they must do about 
protein, and so on through. 

Mr. Asutry. So you feel that the regulatory machinery is available 
for the proper control of production ? 

Dr. Scueete. That is true, and we can approve the lots for use, 
for shipment in interstate commerce, or we can just not approve the 
lots, or if we have approved a lot and there is an adverse experience, 
we can order the immediate withdrawal of the further use of that lot. 
The responsibility being on the manufacturer to do the withdrawal. 

Mr. Asuuey. Yes, sir. 

Now, with respect to distribution, I wonder if you feel in your mind 
that there have been any noticeable voids in the distribution of the 
Salk vaccine? I have particular reference, of course, to some of the 
inquiries which have been directed to you, which would tend to point 
out that in many cases distribution les been impossible in certain 
areas of the country ? 
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Dr. Scurrtr. The biggest void, of course, is just the short supply. 
Beyond that, it is the fact that there hasn’t been enough so far to carry 
out the entire program envisaged by the National Foundation for 
Infantile Paralysis. 

Mr. Asutey. I understand that this is outside the realm or scope of 
your jurisdiction, but I have particular reference, and I am sure you 
are eminently familiar with the distribution process, my inquiry was 
directed more to distribution on the State and local level, and the lack 
of same, for lack of funds or lack of ability to set up the distribution 
processes on the State and local levels have faltered or simply have 
not existed, ; 

Dr. Scuerre. Starting off with the bulk of the material, 5 million 
ce.’s of Polio Foundation material, there has been, I think, a very 
good distribution of the material which has been available so far. 
It hasn’t covered all the States, but 

Mr. Asuiey. Well, of course, the program on 

Mr. Scurete. That is based on State need, and that is based on the 
determination of the number of children in the first and second grades. 

Mr. Asutey. I would rather have you tell me where you think it 
has broken down, rather than support it, because there has been 4 
limited distribution at the present time. There is no distribution as 
of this moment, of course, so that I just wonder if anything has come 
to your attention, Doctor, with respect to the failure or the breakdown 
of distribution process ? 

Dr. Scuerie. Well, in the beginning, there was no plan to control 
industry in the sense of anyone buying its entire output. The Polio 
Foundation encouraged industry to make material available to 
children and others in age groups in addition to those in the first and 
second grades. So industry was preparing to produce material for 
two uses: One, the free program of NFIP, and second, normal com- 
mercial distribution. 

As they produced these lots, and sent us the request for clearance 
of them, we, of course, didn’t know which lot was going which way, 
but we cleared some lots that later went into commercial distribution. 

The amount that went into commercial distribution, industry has 
told us, was about 495,000 cc.’s. This was shipped by two or three 
producers, not including Cutter. Cutter added another 160,000 ce.’s,. 
roughly. 

Mr. Asuiry. Doctor, if I may interrupt for just a moment, you 
stated earlier that distribution was effected through the Polio Foun- 

dation, that delivery was often and generally made direct from the 
manufacturer to State and local agents. 

Dr. Scueeie. On order of NFIP, that is right. 

Mr. Asniry. To your knowledge, does the Department of Health, 
Education, and Welfare feel that it has discharged its responsibil- 
ity—well, let me re it in this form: At what point does the Depart- 
ment feel it has discharged its responsibility? When the vaccine is 
shipped, when it arrives at the point of embarkation; at what partie- 
ular point ? 

In other words, I am wondering whether the Department feels re- 
sponsibility up until the time that the vaccine is shot into the 5-year- 
old’s arm, or whether it simply has to, for purposes of discharging its 
responsibility, see that the vaccine arrives, say, at Columbus, Ohio, or 
Toledo. Ohio ? 
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Mr. Asutey. Well, I think the Department—and I am not, of 
course—shouldn’t attempt to be Mrs. Hobby’s spokesman in this in- 
stance, but I will attempt to give you my impression. 

Mr. Mutrer. May I interrupt, Mr. Ashley ¢ 

Mr. Asuuey. Surely. 

Mr. Muurer. This doesn’t come under his jurisdiction. It is an- 
other Division of the Department of Health, Education, and Welfare 
that administers it. Under the law they have the right to step in at 
any point, and even seize a product which may adversely affect the 
health of the country, or any particular person, and they can take 
possession of the drug first and then require the manufacturer to 
come in and prove that it is safe. That comes within another di- 
vision of the Department of Health. Once it affects the health of the 
country, or an individual’s health, they have complete jurisdiction at 
all times. They can review the techniques, and the final product, to 
the extent of seizing the final product if there is any doubt. 

Dr. Scueete. I can attempt the other part of your question, Mr. 
Ashley. I think it is clear that the Department does feel a sense of 
responsibility for the vaccine on down to the point of end use. I 
think the matter then where there may be differences of opinion be- 
tween people is on how that is done, the mechanism for doing it. 

The program as currently set up in the Department proposes to do 
this by agreement, voluntary agreement, with industry agreeing to ship 
on a formula, based on an age distribution, to the States. The gover- 
nors have been asked, by the Secretary, to advise whom their contact 
will be in the State. The governors have responded to that. 

The States will indicate, then, to the committee, which she has, made 
up of outside people, how they would like to see distribution as be- 
tween tax-supported use and commercial distribution, other commer- 
cial distribution, in their States—some States don’t have any tax-sup- 
ported programs, other have large ones, which could, as Mr. Multer 
said, draw quite a bit of supply—and this, then, will give equity of 
supply flowing to the State, and it will give equity as the State and 
the people in the State see fit to choose between the two uses. 

And then such additional breakdown beyond that point can be ar- 
ranged as between the industry and the State committees, the State 
health officer, the governor, State medical society, however they are 
operating. 

Now, there is another place where we feel a responsibility, and that 
is in the matter of education to the need for using the material in a re- 
stricted age group while it is in short supply, because this is again a 
key to there being less difficulty in the operation of the program. If 
the physicians will stay within a fairly tight age grouping, and the 
parents will not demand from the physician that he give it outside 
that grouping, and those can vary from State to State, because there 
are natural variations in this disease, then the things can go very well. 
This is the type structure that has been set up, which will operate when 
there is some commercial supply to distribute at some future date. 
Not now. It will be a little while before that happens. On whether 
one needs law, or the force of law, whether one needs a supervisory 
machinery, we have felt this can be handled on a voluntary basis. Some 
disagree with us. 


Mr. Asuiey. But your experience up to this point doesn’t change 
your mind ? 
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Dr. Scurr:n. Well, we haven’t had any experience, because we 
haven’t had any vaccine in regular commercial channels. The vaccine 
that got out into commercial channels earlier did create a great stir. 
It was a limited amount, and as soon as one saw this, the industry 
itself, 1 was looking for the date but I can’t find it in a hurry, but the 
last date on which any industry shipped vaccine into the commercial 
channels—it was quite some time back. 

Mr. Asuuiry. Thank you very much, indeed, Doctor. 

The Cuarrman. Mr. Vanik. 

Mr. Vanix. Mr. Chairman, I have a series of questions here that I 
have very carefully prepared. As a matter of fact, I have been pre- 
paring questions since last Friday, Doctor. I think I was the first 
member of this committee to raise some questions about the safety fac- 
tors relating to this vaccine. 

Mr. Brown. Mr. Vanik, will you yield to me for a question ? 

Mr. Vanix. Yes, sir; Mr. Chairman, if I can get the floor back. 

Mr. Brown. Mr. Multer, are you seeking, in your bill, to obtain man- 
datory or standby control authority ¢ 

Mr. Mouurer. My bill, like more than half of the bills introduced, 
is for standby controls, to give the President the power. Whether 
he exercises it would be up to him. Under these bills there would be 
no question about his having the right to do it. Most of these bills pro- 
vide that he may delegate the power to such Department or agency as 
he sees fit. 

Mr. Brown. I see no objection to giving the President that standby 
authority. 

The Cuarrman. You may proceed, Mr. Vanik. 

Mr. Vanrx. Mr. Chairman, I would like to say at the outset that 
there has been an inference made of hysteria among some Members 
of Congress on this subject, and with a supplemental inference that 
an attempt is being made to inject politics into this scientific subject. 

I simply want to suggest that if politics entered this subject, it 
enered it at the summit, rather than at the congressional level. 

I would like to say that I am not, and have not been concerned, with 
the distribution problem. The demand has probably eased up a bit, in 
light of developments, and perhaps only history can determine whether 
that was for the good or for the bad. 

But as a Member of Congress, perhaps I seek too much, but on this 
subject I want my Government to be 100 percent right. I contend that 
in the public health interest, with mass inoculations involved, there 
is not that degree of tolerance for human fallability, that there may be 
in private medicine. ; 

And now going to my questions, Doctor, I have them along 2 lines, 
and they are very brief—I have 4 on 1 phase of questioning, and 5 
or 6 on another. 

My first line of questioning is as follows: In what manner did the 
medical profession generally learn about the specific studies that were 
made by Dr. Thomas Francis on the vaccine? By that I mean, has 
the medical profession generally had an opportunity to examine that 
report, and, if so, in what manner would this opportunity have beer 
afrorded 2 , R A * 

Or maybe I can go specifically to my third question and join them 
altogether: Isn’t it a fact, Doctor, that the ea poe that ap- 
peared in the Journal of the American Medical Association concern- 
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ing the work on the polio vaccine was in the May 7, 1955, issue, in 
which the article dealt, with the distribution of the vaccine, and the 
work of Secretary Hobby in working out a distribution plan, and isn’t 
it true, or can you tell us whether the only previous article which ap- 
peared in the American Medical Association Journal was an abstract 
on the subject, on November 28, 1954, in an article by Dr. Salk, which 
appeared in the American Journal of Public Health, in August 1954, 
which was entitled “Studies in Human Subjects of Active Immuniza- 
tion Against Polio, a Practical Means for Inducing and Maintaining 
Antibody Formation”? 

Am I correct in that? 

Dr. Scurete. I regret to say, Mr. Vanik, that I cannot verify the 
correctness or incorrectness of it. I have been too busy to read my 
AMA Journal in recent weeks and months. How much has appeared, 
I just don’t know. 

I might say this: We tried to find out before April 12 what the 
report was going to say. We know Dr. Francis very well. He is an 
old colleague in Public Health and medicine, of many years standing. 
They were working terribly hard. It was a great job getting this 
report out as soon as they did. At most there were not but relatively 
few hours of delay when this was actually being printed, so that every- 
body could have it, and not just hear it read. 

r. Vantk. But, Doctor, isn’t it customary in the medical profes- 
sion that in some way the doctors be advised of the steps, of the prog- 
ress on a vaccine, so that doctors generally can make a determination 
as to whether or not a vaccine is safe for use on their patients? How 
else are they going to learn about this information / 

Dr. Scuretz. Well, the information on Salk’s work appeared in a 
variety of technical journals, scientific journals, those are available. 
Not everything appears in one journal, but those are available. 

Then the field trial was available, and I suppose if any individual 
physician wanted a copy he could have gotten one. I suppose the 
AMA, if it has not already done it, will indicate, or will be giving 
some reports on this problem. I suspect if it was silent, as you indi- 
cated, it may have been in terms of any large series of publications, 
that by its very silence the fact that doctors are using the vaccine 
means they weren’t saying it wasn’t good. The implication was it 
was good. 

I believe I might also indicate, too—I just happened to see this 
morning a copy of an AMA news release dated May 8, in which they 
endorse the Salk vaccine. It says, “Don’t condemn the Salk vaccine.” 

Mr. Vantk. I don’t want to be among those condemning it. I don’t 
know anything about it. 

Dr. ScHreve. What I mean to say is, as far as AMA is concerned, it 
has sent on down, through various channels, word that it considers 
the vaccine good. 

Mr. Vanix. I just want our Government to be right. I don’t want 
to have any opinion about a scientific subject as this. 

According to the Library of Congress on those two journals, that 
was the sum total of dissemination of information, and my question 
was this, whether, in your opinion, this limited dissemination of infor- 
mation to the medical profession was adequate to permit doctors to 
make firm conclusions respecting the use of the vaccine? 
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Dr. Scnrete. There was widespread dissemination of the detailed 
work of Dr. Salk and others, many others who were concerned in the 
total program, in scientific circles and in experimental medicine. I 
don’t think in ordinary practice that the individual physician can or 
does review all the literature. The total of medical publications is 
tremendous. So what we all do is this: We look at who it is working, 
we look at the integrity of the person, and this person is judged by 
his experience in his field. And Dr. Salk was judged in that way. 
Dr. Francis was judged in exactly the same way—a man of great in- 
tegrity, a man who would not produce a favorable field trial result 
unless his data led him in that direction, and I think it is that kind of 
evaluation that each physician makes in accepting a new drug, in 
accepting a new therapeutic or surgical technique. It is his belief in 
the fact that those who have produced it know what they are doing. 

Mr. Vanik. All right. Now the second line of questioning that I 
have deals with this. On April 12, 1955, Dr. Francis made his report. 
That is the correct date, isn’t it? 

Dr. Scurrtr. Yes, sir. 

Mr. Vanik. What was the date on which the Secretary of the 
Department of Health licensed the vaccine, under the terms of the 
Biologicals Control Act? 

Dr. Scueete. April 12. 

Mr. VanrK. On the same day it was announced to the public é 

Dr. Scuerete. Yes, sir. 

Mr. Vanirx. Upon whose recommendation did the Secretary of 
Health license the polio vaccine at that time ? 

Dr. Scurete. Upon the recommendation of the Surgeon General. 

Mr. Vantx. Upon your recommendation ? 

Dr. Scurete. Yes, sir. 

Mr. Vanrx. After the vaccine was licensed, on April 12, 1955, how 
soon afterward did it commence to be used in mass inoculations ? 

Dr. Scorers. I would have to supply that for the record. 

Mr. Vanix. Can you estimate it? Was it within the last 3 weeks? 

Dr. Scurete. I would think that the first vaccine might have been 
used within the first week. 

Mr. Vantk. Within the first week ? 

Mr. Scuerete. Yes, sir. 

Mr. Vantk. Now, do you have any idea on how much of the vac- 
cine, in units, was made available at the time the first mass inocula- 
tions were made? 

Dr. Scueetr. Well, this would be a flowing thing. We couldn’t set 
the standard until April 12, because certain results turning up in 
the field trial, in their evaluation, had to determine what the stand- 
ard would be. This was not a very difficult thing, to arrive at this 
standard which I held up earlier, because we had been working on 
this, that is, our staff, who are competent in this field, had been spend- 
ing a lot of time on this for several years, but that is when the stand- 
ard was set. 

Mr. Vani. All right. 

Dr. Scuerter. So then the protocols on the lots that were on hand, 
and that began coming in, additional ones had to be reviewed, and 
our men began working 24 hours around the clock; not each man 
working 24 hours, but the office, the group sitting in their offices, kept 
busy reviewing the protocols, and as they reviewed protocols and 
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found that they could release lots, they notified the manufacturers, 
and the manufacturers notified the National Foundation for Infantile 
Paralysis that they had material to go, and they told them where to 
send it. So it was a building-up process. It wasn’t sudden. We didn’t 
pass the protocols before the 12th. 

Mr. VaniK. How long before the licensing of the vaccine did the 
production of the vaccine commence, if you know? You mentioned 
something about 90 days ¢ 

Dr. Scoeete. We would have to call on one of our technical people. 

Mr. Vanix. It was at least 90 days, wasn’t it? 

Dr. Scuerte. Longer than that. 

Mr. Vanrk. Perhaps 6 months? 

Dr. Scureie. Maybe longer than that in some instances. There 
may have been some material that was produced for the field trial or 
after it, which had not had merthiolate added, and methylate problem 
there were two, some of it was all right and some wasn’t, and this ma- 
terial could then have been used. 

Mr. Vanix. If the vaccines were in production, 3 to 6 months before 
they were licensed, was there any tentative approval on the vaccines 
that took place prior to their mass production ¢ 

Dr. Scueete. There were no approvals under law. The approvals 
that we gave—they weren’t approvals, we did corroborative testing 
on the field trial materials. 

Mr. Vanix. I am talking now about the material that was available 
for the mass inoculation. That is the only point. 

Dr. Scnretr. No, we approved no lot of vaccine for the mass pro- 
gram or for commercial distribution prior to April 12. 

Mr. Vanix. So that the manufacturer took the chance on produc- 
tion in producing it to meet that April 12 date; is that correct ? 

Dr. Scuee.x. That is correct. 

Mr. Vanrx. There was no tentative or green light given on produc- 
tion ? 

Dr. Scueetz. That is correct. They had no statement from us 
which gave them any reason to believe that we would or wouldn’t 
approve a lot. 

Mr. Vanik. All right. Now was there any Government inspection 
of the biological laboratories or the conditions of production prior to 
the licensing of vaccine ? 

Dr. ScHeetr. Yes, sir; there was. This is a continuous process car- 
ried on by our staff. 

Mr. Vanrk. Was there anything done specifically with respect to 
the polio vaccine? 

Dr. Scureter. I can’t answer your question. 

Mr. Vantx. I know generally you inspect laboratories, but was there 
anything specifically done prior to the licensing of this vaccine, mass 
inoculation vaccine ¢ 

Dr. ScHeere. I would have to get a member of our technical staff 
to answer your question. I don’t know. 

Mr. Vanik. My next question is this: Will you provide this com- 
mittee with that information, doctor ? 

Dr. Scueete. Yes, sir. 
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(Data requested above is as follows :) 


In the period after July 1, 1954, inspection of the six laboratories which pro- 
duce poliomyelitis vaccine were made as follows: 


INET ok cinta sonnicesiaiieiaenerspnaue crccescveie-dnebin nr eao neces teria ooateie-igia sh warn sda acacenatt Oct. 18, 1954 
Se a cee Ue es PS tae ee Bake Raa Jan, 17-18, 1955 
| BREE Se Me ed ae bee! SEP EAL ORY ee Se pho PE od Nov. 4-5, 1954 
EE es” ee Fe ee SRE eee Cee EPs Ce LE Oe CE ee ee Jan. 19-20, 1955 
NE I RSE LS PO SF SAT SEES 2 Nov. 29, 1954 
LL. A EE Ss LEE IR Pe aS ES DS ee July 12, 1954 


Each inspection was completed by the same staff member of the Laboratory of 
Biologics Control; Dr. John W. Hornibrook. All activities of the plant were 
inspected in accordance with regulations. 

At the time of inspection, faciilties and records concerned w:th the manufac- 
ture of polio vaccine were gone over to the extent that they were in operation at 
the time. The purposes were to determine that operations were being conducted 
in a manner which was in accordance with pertinent regulations and the mini- 
mum requirements. Ne adverse reports were rendered. 

Mr. Vanik. Now, were all batches of the vaccine tested prior to 
release for mass inoculations ? 

Dr. ScuEete. They were not tested by the Biological Control Lab- 
oratories. 

Mr. Vanix. They were not ? 

Dr. Scueere. That is right. 

Mr. Vanik. They were on protocol ? 

Dr. Scuee.ze. Approved on protocol. 

Mr. Vanik. Isn’t it true, doctor, that the same day that the proto- 
cols arrived at your office, with the vials, they were made available for 
distribution and use ? 

Dr. Scurexe. I doubt that that happened in any instance. 

Mr. Vantx. Do you know? 

Dr. Scurere. I don’t know. But I do know that some of these 
protocols and some of the vials arrived before April 12, against the 
time that we might be able to go to work on them on April 12, and 
actually April 13, because our staff had to come back overnight on 
the train. 

Mr. Vanik. Then could you provide this committee with the dates 
upon which you received the specific protocols with the vials for test, 
and tell us whether or not those specific batches were released for dis- 
tribution at the same time, or how soon thereafter? In other words, 
as the batches were sent to you with their protocols, I want to know 
whether they were distributed the same day for public use, or whether 
there was a delay period, or whether there was really an opportunity 
to examine each and every individual protocol before they were made 
available to the public for mass inoculation ? 

Dr. Scursgte. I believe that every one was examined, and examined 
carefully, and in many instances we had to ask additional questions. 

Mr. Vanik. Can you tell me, then, when the Cutter vaccine ar- 
rived ¢ 

Dr. Scueete. Yes, sir. I don’t have it here, but we can tell you. 

Mr. Vanrg. You can tell us that ? 

Dr. Scurere. Yes, sir. 

Mr. Vantk. Will you doso? 

Dr. Scurete. Yes, sir. 
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(The information requested is as follows :) 


Cutter Laboratories vaccine 























. Final in- | Volume 
Volume | Samples | Protocol ; | Release 
Lot number a ~ formation) released 
(liters) | received | received mesheed | date (liters) 
po eR ee eee eee ones Ce eee 138 | Jan. 14| Jam. 14 | Mar. 24 Apr. 19 138 
£3 Fae aie eae Se 150 | Mar. 22 | Mar. 25| Apr. 4) Apr. 12 150 
LS Re A Ses, POA 150 | Mar. 5 | Mar. 7 | Mar. 24 |....--.--. 
[Sea ee ee S es 148 |__.do- do. saeneiece ieee . 
I I ie os RS 151 | Mar. 22 | Mar. 25| Apr. 4| Apr. 12 151 
wes rn PU eG. eh 151 {Ane 2 \}Apr. ~ | Serr, |---00. 151 
"CASA Le Reha his ato 141 hae . \ do... ple age os 141 
_, SN SE ae ae 98 et : }Apr. 3 | meee yy FT 98 
Ee. a 143 Habe ~ \ do... e |_..do..__| 143 
|\ Apr. | 
Se Ee a 126 Vane: }Apr. St nee Oo 126 
| REE SE Pe ee Be ee ee } 92 | Apr. 12 |...do_. | Apr. 19 92 


Dr. Scueete. The first vaccine arrived in 1954. 

Mr. VaniK. So you can’t tell us whether all batches of the vaccine 
were tested prior to release for mass inoculation? They weren’t; were 
they ¢ 

Dr. Scuzete. No; they weren’t. 

Mr. Vanrk. Could you tell us which were and which were not ? 

Dr. ScHEELE. Yes, sir; we can tell you that. 

Mr. Vanix. And you can provide the committee with that infor- 
mation ? 

Dr. Scurete. Yes, sir. 

(The information requested above is as follows :) 

The following lots of vaccine released on and after April 12, 1955, had tests 


in both monkeys and tissue cultures completed by the National Institutes of 
Health before release: 














Cutter a ih iach th packed mad ahedpiaiha hdl eg cb et bpreoninatacbiee Lot No. 19460 
Lilly__--- SEES NT Ss a ee None 

i tanec ae Saat lp aA See, A A Lot No. 1015 
SEE ie aeree ani Sean ee ee ene Lot No. 175006 
Wyeth__________-_ oD UPS aE oe 8 bs TTT Re Se Oa Lots Nos. 325, 325, 328 
Sharp & Dohme- ae None 





Thirty-five other lots were released on protocol without complete tissue and 
monkey tests at the National Institutes of Health. In 24 of these lots, tissue- 
culture tests had been completed at the National Institutes of Health before 


release. 

Mr. Vantg. And the quantities that were involved. 

Dr. Scneetz. May I indicate that that is confidential information. 

Mr. Vann. Well, whether you submit it to the committee in execu- 
tive session or confidentially, I think it is something the committee 
ought to have. 

Dr. Scuretx. We would have no authority to give that to you. The 
manufacturers might be willing to give it to you, I don’t know. 

Mr. VaniK. I am not asking about the manufacturers. At the time 
they send you the protocols, they tell you how much they are distribut- 
ing, don’t they ? 

Dr. Scuezte. No, sir. 
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Mr. Vanrx. In other words, you have no idea of the quantity that 
a protocol represents ¢ 

Dr. Scureie. Yes, sir; we do, but then there are—— 

Mr. Vantx. How do you have that knowledge? Is it a part of the 
protocol, does it come with it? 

Dr. Scueete. It is a part of the protocol because they have to 
describe how much they wind up with. 

Mr. Vanik. Then, as a matter of fact, you do know the exact quan- 
tities submitted with each protocol ¢ 

Dr. Scuerte. But we don’t know how much of that finally goes 
out in circulation. They may decide to turn out only half or two- 
thirds of it. We are certifying that that total amount, all of that lot, 
in other words, as being safe, pure, and potent. 

Mr. Vanik. Yes, sir; but my question is this: Supposing we are 
trying to determine where an exact quantity goes or what has hap- 
pened to it, isn’t it a requirement, under the law, that at the time the 
protocol is submitted, that there also be representations made to your 
office, or to the office of the National Institutes of Health, as to the 
quantity that that protocol represents ? 

Dr. Scneeie. Yes, sir; the quantity, but not where it goes. 

Mr. Vanix. Not where it goes, but you know how much was 
produced ? 

Dr. Scueee. That is right. 

Mr. Vanik. You can answer that question ? 

Dr. Scurete. That is right. 

Mr. Vani. Is that answer confidential ? 

Dr. Scurete. The answer, as far as it affects any single manu- 
facturer, is confidential. 

Mr. Vanrk. As between competitors, but as far as the Government 
departments are concerned, it is information that you ought to have. 
You can’t control otherwise. Otherwise you would be without power 
to know where the vaccines may have gone. 

Dr. Scnrete. We don’t know where the vaccines have gone. 

Mr. Vantk. You don’t know where the vaccines have gone? 

Dr. Scueeie. No; in no biological or other production of drugs 
does anyone get information on where it goes. 

Mr. Vanik. Isn’t that an important function that your office, or 
the Office of the Department of Health, should perform ? 

Dr. Scureie. This would be a very complex structure, because these 
things may flow in a great variety of directions. They may move as 
between wholesale firms and pharmacies—the accounting process 
would be a rather complex one. 

Mr. Mutrer. I think that comes specifically within the jurisdiction 
of the Food and Drug Administration of the Department of Health, 
Education, and Welfare, but not under the doctor’s supervision. 

Mr. Vantk. That is right. That brings me to the next question. 

Who has the responsibility with respect to biotics generally? Is 
it your oflice or the Office of the Food and Drug Administration ? 

Dr. Scurete. On antibiotics? 

Mr. Vantk. Yes, sir. 

Dr. Scuretr. The Food and Drug Administration. 

Mr. Vanrk. And on biologicals? 

Dr. Scueeir. Our department. 
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Mr. Vanix. Now I have a question here that Mr. Bolling, a Mem- 
ber of the Congress, raised on the floor of Congress this week, and I 
think it was a very good question. He wanted to know why the mass 
inoculation program that was conducted was not administered by the 
Children’s Bureau ? 

Dr. Scuretz. Well, the reason, I suppose, is because the program 
is a voluntary program of the National Foundation for Infantile 
Paralysis. 

Mr. Vanrk. And therefore it didn’t come within their jurisdiction ? 

Dr. Scurexe. It wouldn’t come under any Government jurisdic- 
tion. However, the program is working with the counterparts of the 
Children’s Bureau in the State health departments and local health 
departments. 

Mr. Vanrk. Let me get to this next point. As a matter of law, 
shouldn't the Federal Government have a greater control of a mass 
inoculation program than was afforded in this instance ¢ 

Dr. Scurete. I personally don’t believe so. 

Mr. Vanik. You think then it is safe and wise, as a matter of gov- 
ernmental policy, to permit a private organization, or someone out- 
side of the Government, to decide whether or not millions of our 
youngsters should be inoculated, regardless of what the vaccine is ? 

Dr. Scuretx. Well, this is not a matter in which I think we should 
have Federal control or State control or county or city control. The 
final responsibility rests on the individual doctor who gives the indi- 
vidual injection, for making the determination of whether it will be 
done or not. 

Mr. Vantk. I talked to one of the doctors out at one of the schools 
and he had a series of vials. He said, “I don’t know, I did what I was 
supposed to do. I was instructed to give these inoculations to people 
who consented that they be made.” He relied, I think, on the Public 
Health Service. I think he relied on the Department of Health. I 
think he relied on all that he saw and he read. 

Dr. Scueere. That is right. 

Mr. Vanrk. So that he has no one else to look to but a public au- 
thority in being guided in whether what he is doing is for the good 
or bad. 

Dr. Scurete. Possibly I can answer your question differently. We 
did indicate that we felt that a mass immunization program was worth 
doing. We believed the vaccine was good and we believed that a pro- 
gram was worth having, that children should be immunized against 
polio with this vaccine, intime. To that extent we did, but we did not 
decree there be a program nor could we have decreed that there should 
not be a program. 

Mr. Vanik. Now, I have a question that was raised by an article 
written by Walter Lippmann. I think it is a very fine article. He 
raises one question. He is not a doctor or a scientific person, but I re- 
spect his inquiring mind. He said, “The real situation called for at 
least one more season devoted to an enlarged and fully controlled 
experiment.” 

Do you wish to comment on that, Doctor? 

Dr. Scuretr. Well, I would only say that I don’t hold the same 
view. I think we had had enough testing, that it was worth trying to 
do something about polio in 1955, and not wait until 1956, 

Mr. Vantk. He was talking about the mass innoculations. 








88 SALK VACCINE 


_ Dr. Scueetez. Well we had 500,000 done last year as a mass innocula- 
tion, too. 

Mr. Vanrx. You feel that was sufficient ? 

Dr. Scuretze. And the decision was taken at that time, that the 
enemy we were fighting in polio was worth moving toward without 
taking too much time to do more research before we finally put the 
product into use. 

Mr. Vanrk. I want to correct the record, Doctor. The lady I re- 
ferred to as Chief of the Children’s Bureau was Dr. Martha M. 
Elliott. 

Dr. Scurere. I understand. 

Mr. Vanrx. Now, Doctor, I want to ask a question on behalf of 
a great many inquiring parents throughout America which I know 
is a very important question to them, and I want to say before I ask 
this question, that I have certainly appreciated your willingness to 
testify, and your readiness to be here, and give us this grueling exami- 
nation—you have been here for 3 hours, and I know it isn’t an easy 
task, and it is something that I personally appreciate—but what is 
the last date from the first shot that a child receives after which it is 
safe to assume that the child is safe from polio except for such that 
it might incur from natural causes ? 

Dr. Scuretx. The scientific data indicates that the incubation 
period may be as short as 3 day, and there are a few cases on record 
in which it is as long as 31 days. So, I would say that 30 to 31 days, 
by the best information we now have, is the outside. It averages 14 
or 15. 

Mr. Vanrx. What would be the maximum period—that is, the 
incubation period 

Dr. Scueere. Yes. 

Mr. Vanrx. What would be the maximum period that a family 
should wait to feel fully safe, from the standpoint of the development 
of the disease as distinguished from the incubation period—by the 
time the disease would make itself manifest, in other words? 

Dr. Scueretz. Well—you are talking about possibility of live virus 
in vaccine ? 

Mr. VaniK. Yes. 

Dr. Scuerete. Well unless it followed some pattern that no one had 
ever heard about before, it would come up as early as 3 days or as 
late as 31 days later. 

Mr. Vantx. When you talk about the 31 days, that is the time in 
which the disease would also make itself Pears be) or known? 

Dr. Scueetr. That is correct. Of course there is nothing to—this 
would be in the case of infective material injected. In case of our 
natural experience, my exposures today, if I wanted to know whether 
they are polio or nonpolio, and whether I am going to get it or not, 
I would have to wait 31 days to be sure, but I am also going to have 
some more exposures tomorrow and the next day, so I am going to 
have to wait 31 days from tomorrow and then from the next day. It 
is a continuing thing. 

Mr. Vanrk. Yes; but my question was only directed to those which 
might arise asa result of a faulty vaccine. 

Dr. Scuretz. Yes, I think with reference to second injections, 
there will not be many more than—— 
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Mr. Mutter. Couldn’t we simply state it this way. After 31 days 
after any injection, if there were no indication of the disease you 
would be reasonably certain that the innoculation did not bring 
about the disease ? ’ 

Dr. Scurete. That is correct. If it turns up before then, there is 
also no necessary reason to believe that it was due to the innoculation. 

Mr. Vanix. Then, Doctor, in light of that answer, would you con- 
sider it feasible and wise to proceed with the second shots before the 
31 days have passed ? 

Dr. Scuretx. Well the distribution pattern of the Polio Founda- 
tion is to move for the second injections into the areas where they sent 
the first vaccine, and the first injections began around the 14th. 

Mr. VaniK. So it will be a full 31-day period ? 

Dr. Scueete. I think we can cut off a day or two. This 31-day 
thing was a rare, isolated instance. Averages are 14 or 15 days, in 
the bulk of the cases, as far as incubation period is concerned. So 
there will be 28 days elapsing, and certainly nobody will be able to 
start again before Monday, if we release vaccine today. Soa 30-day 
period will have elapsed. 

Mr. Vanrk. Thank you. 

Mr. Mutter. On that very point, the first techniques evolved indi- 
cated giving three cubic centimeters in close proximity, and the later 
technique is to give them one each fairly close together and a third at 
a later time. 

Dr. Scueete. In the field trial, 3 injections of 1 cc. each were given 
approximately a week apart. The bulk of the children had all three 
injections in from 5 to 6 weeks. 

owever Dr. Salk found, in checking antibody response, that there 
was a better kickup in antibody response if one allowed a minimum of 
3 or 4 weeks to go by before giving the second injection, and then if 
you didn’t give the third—if one gave the third injection after 7 
months, one got a still better result from the third one than one would 
have had if that were given earlier. 

Mr. Vanixk. Before I conclude, Doctor, I was just going to ask you 
whether or not in your opinion legislation shouldn’t be enacted to pro- 
vide some real effective control of vaccines designed for a mass inoc- 
culation, something special over beyond all other biologicals? This 
is something different. You know, if there is something wrong with 
a medicine that I get for my heart, it is an individual matter, we are 
not. all getting it. But where something is being given to a tre- 
mendous segment of our population, an entire generation, it seems to 
me that we owe a higher degree of care, a higher degree of control, 
than we do in the ordinary private case. 

My question is, in light of that, in your opinion isn’t some real ef- 
fective legislation necessary to take care of the special case of a mass 
inoculation program ? 

Dr. Scurere. Well, I think that our present biologicals control act 
is pretty adequate. 

r. VantK. Iam talking about laws. 

Dr. Scueete. Well, that isa law. So I think, then, one gets down 
to whether or not the techniques used are sufficient. 

Mr. Vanix. Specifically, shouldn’t every batch of a vaccine that is 
being used in mass inoculation be separately analyzed and diagnosed 
before it is distributed for mass use ? 
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Dr. Scurete. Well, we think that the present program we are carry- 
ing on is adequate. We are supported in that by men who know this 
field. That question could probably be answered to your better satis- 
faction if you asked other scientists in this field. 

Mr. Vanrx. Would you suggest that we ask Director Hobby that 
question ? 

Dr. Scueetr. Well, I don’t think that comes under her competence. 
She has to depend, as she has indicated, on me, and I have to depend 
on my technical staff. Because I, too, am a sort of jack of all trades 
in public health and medicine. I am not a polio specialist, and I am 
not a pediatrician. But we have people on our staff who are experts 
in this field, and there are a number around the country, and I think 
their collective opinions on this are really the soundest advice we can 
obtain in the United States on this technical question. 

Mr. Vanix. That is all, Mr. Chairman. Thank you, Doctor. 

The Cuatrman. Dr. Scheele, we certainly appreciate your testi- 
mony, and while you do not need my approval, I desire to avoid it 
along with others who have expressed their confidence in you. 

This is not a committee devoted to scientific research, and we are 
fortunate to have someone like you to lead us in this field. This is a 
legislative committee, and there are a great many bills pertaining to 
this subject before this committee. They are all urging that we have 
hearings upon them. I want you to convey to the Health Depart- 
ment that our door is always open to them, and if they need any legis- 
lation we will consider it as rapidly as it can be considered. 

I want to congratulate you on the fine work you are doing. I know 
you have the respect of everybody, and I know your sincerity is not 
only evidenced in the candor of your statements, but I saw some weeks 
ago that your boy was inoculated with serum. I know he is priceless 
to you, and I know you have every confidence in what you say, and I 
believe that you have told the whole truth on something that the 
American people want to hear. I wanted to thank you. 

Dr. Scure.te. Mr. Chairman, may I say one additional word ? 

The CHatrmMan. Yes, sir. 

Dr. Scureve. I would like to correct the record, if I may: The list 
of individuals who were on the committee meeting last week end was 
in error. The names John Paul, Sabin, and Lennette should be 
stricken from that list. The committee listed here in its total was a 
committee that met the weekend before. But all the rest of the men 
were on the committee that did meet last weekend. 

The other thing I would like to say is that I want to thank you, too, 
for your very fair questions and your treatment of me. 

The CuatrMan. The committee will adjourn to meet at the call of 
the Chair. 

(Whereupon, at 2:15 p. m., the committee adjourned.) 


(The following statement and telegram were submitted for the 
record :) 


STATEMENT BY Hon. JOHN F. SHELLEY, A REPRESENTATIVE IN CONGRESS FROM 
THE STATE OF CALIFORNIA 


Mr. Chairman, I apprectate this opportunity of presenting to your committee 
my views on the need for Federal legislation providing for control over the 
distribution and use of the Salk poliomyelitis vaccine on a countrywide basis. 
My bill, H. R. 6021, now before the committee calls for the establishment of a 
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temporary Commission to Control Infantile Paralysis to which would be dele- 
gated the necessary authority to insure effective and equitable distribution of 
the Salk vaccine until such time as the proved supplies are equal to the public 
need, and sets up a broad definition of the proposed Commission’s responsibility 
and authority. In view of the urgent need for the Federal Government to step 
in immediately and assume control of the distribution of this potent weapon 
in the fight against polio, I urge strongly that Congress act at once and pass 
legislation of this kind without the delays which would be necessary if we were 
to attempt to lay down more definitive standards for control at this time. 

The urgency for action exists because of the increasing chaos and confusion 
over the vaccine supply and distribution—chaos which is growing more serious 
daily and is having an extremely harmful effect on public morale as well as 
causing grave fears that a complete breakdown of the innoculation program will 
result. It is my personal opinion that all of this trouble might have been avoided 
had the Secretary of Health, Education, and Welfare properly exercised her 
responsibility in the months during which the start of the program had been 
anticipated. _ On a matter so vitally important to the public welfare, no stone 
should have been left unturned in assuring an orderly and carefully controlled 
program from start to finish. It is now apparent that in the areas where the 
Secretary should have exercised her authority or lent her assistance the opera- 
tion was left to proceed On a more or less hit-or-miss basis. Certainly the prob- 
lems of supply and distribution were not carefully thought out with a view to 
anticipating all possible difficulties and laying plans to prevent them. 

It seems to me that in order to restore public confidence in the eventual success- 
ful completion of the Salk vaccine innoculation program and to insure that 
further difficulties are held to an absolute minimum, the Congress should now 
assume its rightful responsibility and set up some system for temporary control 
over the program at least until order has been restored and the initial hurdles 
have been cleared. It is apparent from press reports and from the Department’s 
own statements that the voluntary control system has broken down to some 
extent at least. How far it has broken down is difficult to evaluate at this time. 
However, I believe that aside from changes in the actual operation which may 
or may uot prove to be necessary after the present situation is fully evaluated, 
the vital factor of public morale and impairment of faith in the effectiveness 
of the Salk vaccine program requires that we take immediate active steps to 
allay the fears of the public. I do not believe that public confidence can be fully 
restored unless the Federal Government assumes direct positive control until the 
present crisis has passed, and that is why I now urge that such a step be taken. 

One other factor should be taken into consideration. Various local government 
bodies have already enacted statutes to control the vaccine distribution program 
within their own jurisdictions. It seems evident that if the so-called voluntary 
system is to be overriden at local levels, the conflicting rules and regulations 
which have been or might be enforced at those levels can only serve to compound 
the confusion which already exists. To avoid such further confusion we must 
set up a single Federal yardstick by which the whole program can be governed. 
Without regard to how desirable a continuance of the voluntary system may be in 
the minds of some, local action in several cities, counties, and even at the State 
level makes it quite clear that the country at large is unwilling to settle for the 
lack of unequivocal assurance of a completely fair distribution program inherent 
in any voluntary plan. 

Mr. Chairman, I know that the members of your committee are as deeply con- 
cerned as I am that this program shall not fail. I am sure that your ultimate 
decision will be in the best interests of the children and parents most deeply 
affected in the present crisis, and I want to thank you again for your courtesy 
in permitting me to present my personal views. 





AusTIN, Tex., May 5, 1955. 
Hon. HoMer THORNBERRY, 


House Office Building, Washington, D.C.: 


The Government implication that destitution be made a priority for getting 
Salk vaccine would deprive the children of the very people who have supported 
the Polio Foundation and who pay for the Federal Government. If the children 
of these destitute families have received immunization against diphtheria, whoop- 
ing cough, tetanus, smallpox, all of which should be done first, then the same 
channels can immunize them against polio. 


W. W. KELTon, Jr., M. D. 
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STATEMENT OF HON. PETER W. RODINO, JR., A REPRESENTATIVE 
IN CONGRESS FROM THE STATE OF NEW JERSEY 


Mr. Ropino. Mr. Chairman, the problem closest to the hearts of 
American mothers and fathers today is that of protecting their chil- 
dren against infantile paralysis. Since the supply of Salk vaccine 
will fall short of total needs this summer, the full benefits of this 
discovery can be realized only if steps are taken to insure inoculation 
of those who are most susceptible to infection. Such a program will 
benefit not merely the individuals inoculated, but also the entire 
ig, EN because the sources of infection will be merely reduced. 

his is a problem which Congress alone can solve. Poliomyelitis 
is no respecter of State lines. It isa national menace. Even if there 
were time for action by all the States, no State could deal effectively 
with the situation. A single State could establish priorities for use 
of the vaccine within its borders, but it could not insure that adequate 
supplies would be available for its children. Inaction by a few States 
in which a large part of the vaccine is produced could nullify the 
efforts of their sister States. The Federal Government has both the 
power and the responsibility to insure equitable distribution of Salk 
vaccine. 

This vaccine is not an ordinary commodity of trade. It was not 
developed by a commercial enterprise. No entrepreneur risked his 
money in the long and costly research which led to its discovery. That 
research was financed by dimes and dollars contributed by the Ameri- 
can people. Dr. Joseph Salk, who perfected it, will not receive a cent 
of royalties as a result of his achievement. The fruit of his labors 
has been dedicated to his fellow men. Hence the supplies of this 
vaccine are impressed with a trust for the benefit of all the people. 
It must go to those whose need is greatest, not to those who can pay 
the highest price. To allow this lifesaving serum to fall into the hands 
of black-market operators would be a gross betrayal of our responsi- 
bility as the Nation’s lawmakers. Immediate action is necessary to 
prevent this result. To this end I have introduced a bill, H. R. 5987, 
to give the President power to allocate and establish priorities for 
Salk vaccine. This bill is very simple. It does not set up any new 
and cumbersome administrative machinery. It merely adds a new 
section to give the President power over the distribution of Salk 
vaccine similar to that previously granted to him with respect to | 
critical defense materials. 

Because the polio season is already upon us, I urge quick action 
on this bill. 
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